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Highlights

72448 Grant Programs-Energy CSA decides to fund
ten (10) conduit migrant and seasonal farmworker
Emergency Energy Assistance Programs; effective
10-31-80

72552 Petroleum Allocation DOE/ERA proposes to
modify the treatment of domestic crude oil under
the entitlements program; comments by 12-30-0;,
hearings 11-18 and 12-3-80 (Part X of this issue)

72374 Energy United States Synthetic Fuels Corporation
directs its first solicitation for proposals from
concerns interested in construction or operation of
synthetic fuel projects; comments by 11-14-80

72508 1981 Action Program Interior/HCRS seeks
comments by 12-1-80. on possible recreation
problems and concerns (Part VI of this issue)

72112- Hair Coloring HHS/FDA lists lead acetate for use
72117 as a color additive in cosmetics that color the hair

on the scalp and postpones effective date to
12-31-80 objections by 12-1-80 (2 documents)

72404, Biologics HHS/FDA proposes altering the
72416, biologics regulations by changing the proper rames
72422 for certain products, by revising the labeling

requirements for blood and blood components and
addressing additional standards for human blood
and blood products; comments by 12-30-80 (3
documents) (Part I of this issue)
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72524 - Health Maintenance Organizations HHS/P-IS
publishes requirements for the organization and
operation bf federally qualified health maintenance
organizations; effective 12-1-80 (Part VIII of this
issue)

'72582 Prescription Drugs HHS/FDA announces the
availability of the Approved Prescription Drug
Products List; effective 12-1-80 (Part XI of this

issue)

72180 Grant Programs-Health HHS/PHS revises
. regulations governing grant programs for black lung

clinics; effective 10-31-80 .

72082 Public Assistance Programs USDA/FNS
publishes change to final administrative funding
formula which distributes administratl'e monies to
State agencies participating in the Special
Supplemental Food Program for Women, Infants
and Children; effective 10-1-80

72081 School Breakfast and, Lunch Programs USDA
announces a time schedule for amending categories
of foods of minimal nutritional value; effective
10-31-80

72610 Civil Rights EEOC revises guidelines on
discrimination because of religion: effective 11-1-80
(Part XII of this issue)

72312 Grant Programs Justice/OJARS publishes new
financial and administrative guide for grants

72464

72232,
72233

72308

72376

72404
72430
72464
72468
72508
72512
72524
72538
72552
72582
72610

Incorporation by Reference OFR announces final
approvals, further extensions and corrections (Part
IV of this issue)

Water Pollution Control 'rE PA makes avhilable
additional analytical data on wastewater samples;
comments by 12-1-80 (2 documents)

Privacy Act Document Justice

Sunshine Act Meetings

Separate Parts of This Issue

Part II, HHS/FDA
Part III, Labor/ESA.
Part IV, OFR
Part V, Interior/SMRO
Part VI, Interior/HCRS
Part VII, HHS/PHS
Part VIII, HHS/PHS
Part IX, HHS, HCFA
Part X, DOE/ERA
Part XI, HHS/FDA
PartXII, EEOC
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72371 Meetings
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MEETINGS ANNOUNCED IN THIS ISSUE

COMMERCE DEPARTMENT
National Oceanic and Atmospheric
Administration-

72242 Caribbean Fishery Management Council, Scientific
and Statistical Committee, 11-25-80

72242 Sea Grant Review Panel, 11-12 and 11-13-80
National Telecommunications and Information
Administration-

72443 Grant Appeals Board of the Public
Telecommunications Facilities Program, 12-5-80

ENERGY DEPARTMENT
Economic Regulatory Administration-

72255 Gasoline Marketing Advisory Committee, Gasoline
Decontrol Subcommittee, 11-21-80

INTERIOR DEPARTMENT
Land Management Bureau-

72296 Baker District Advisory Council, 12-2-80
72298 Montrose District Advisory Council, 12-10-80
72297 Salmon District 'Grazing Advisory Board, 12-9-80

National Park Service-
72299 Cape Cod National Seashore: Off-road vehicle use,

12-1 and 12-2-80
72299 Delta Region Preservation Commission, 11-12-80

NUCLEAR SAFETY OVERSIGHT COMMITTEE
72371 Meeting, 11-17 and 11-18-80

SMALL BUSINESS ADMINISTRATION
72373 Region I Advisory Council, 11-20-80
72373 Region IV Advisory Council, 11-21-80
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STATE DEPARTMENT
72373 Oceans and International Environment ana

Scientific Affairs Advisory Committee, :General
Panel, 11-10-80

72373, Ship.ping Coordinating'Committee, .Saely of Life -at
72374 Sea Subcommittee,'11-13 'and-i"-18-80

CHANGED MEETINGS

'NUCLEAR REGULATORY .COMMISSION
72368 Reactor Safeguards Advisory Committee, General

Electric Test Reactor Subcommittee, ,I-40 (time
!change)

PRESIDENT'S COMMISSION FOR THE STUDY OF.
ETHICAL PROBLEMSJN.MEDICINE AND BIOMEDICAL
AND BEHAVIORAL RESEARCH

72372 Meeting, ,14 .and 11-8-80 flocation change]

'RESCHEDULED MEETING

NUCLEAR 4REGUIATORY'COMMISSION
72368 Reactor Safeguards Advisory Committee, Babcock

and Wilcox Water 'Reactors Sbconmiittee, 10-30
and 10-31-80 rescheduled to 11-12-80/

HEARINGS

COMMERCE DEPARTMENT
National Oceanic and Atmospheric
Administration-

72178 Foreign Fis'hing-'Regulations;fee, schedtilel-20-80

ENERGY DEPARTMENT
Economic Regulatory Administration-

72552 Domesticcrudeoil entitlements, I1-8 -and ,12-3-80

CONSUMER SUBJECT LISTING

The following items'have'been identified by the
issuing agency as documents of particular
consumer interest. This listing highlights he broad
subject.area of consumer interest followedby the
,specific suibject matter o'f the document, issuing
agency, and document category.

CREDIT UNIONS
72367 Statutory enforcement action disclosure

summary; NaTidnalCredit Union Administration;
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72512 Health maintenance organizations, ,employee

option .requirements; .Public Health Service;
Rules.

72524 ,Health maintenance organizations, general
requirements'; 'Public Health Service;'Rules.
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DEPARTMENT OF AGRICULTURE

Food and "Nutrition Service

7 CFR Parts 210 and 220

National School Lunch Program and
School Breakfast Program;
Competitive Foods

AGENCY: Food and Nutrition Service,
USDA.
ACTION: Final rule: Amendment and
correction.

SUMMARY: The Food and Nutrition
Service announces a time schedule for
amending Appendix B--Categories of
Foods of Minimal Nutritional Value, of
Part 210, National School Lunch
Program, and Part 220, School Breakfast
Program, to exempt an individual food
from a category of foods of minimal
nutritional value as listed in Appendix B
or to add a particular category of foods
to Appendix B as a category of foods of
minimal nutritional value. The public
may petition FNS to request that an
exception or an addition be made to the
food categories as listed in Appendix B.
This final rule furnishes a schedule to
petitioners regarding submission
deadlines. This document also corrects a
technical error in the final rule (45 FR
6758] that established Appendix B
originally.
EFFEC'MVE SATE: October 81, 1980.
FOR FURTHER INFORMATION CONTACT.
Cynthia Ford, Branch Chief, (202] 447-
9067, Technical Assistance Branch,
Nutrition and Technical Services
Division, USDA, FNS, Washington, D.C.
20250.
SUPPLEMENTAR-Y INFORMATION:

Administrative Procedures
This final action has been reviewed

under USDA procedures established in

Secaa's Memorandum 1955 to
implement -Executive Order 124. and
has not been classified as significanL A
copy of the -final impact statement can
be obtained from Stanley Garnett
Branch Ohief, Policy and Program
Development Branch, School Programs
Division. USDA. FNS, Washington. D.C.
20250, (202) 447-906.

Sections 210.15b and 220.12 of Title
VII, CPR establish procedures for
amending Appendix B-Categories of
Foods of Minimal Nutritional Value of
Parts 210 and 220 under which public
notice of any amendments resulting
from such petitions will be published by
May 1 and November 1 of each year.
Robert Greenstein, Administrator, FNS,
has determined that this final rule
warrants publication without
opportunity for a public comment period
because a schedule for the submission
and consideration of such petitions must
be established immediately to permit
publication of any amendments by May
1, 1981.

Background

The Food and Nutrition Service
published in the Federal Register (45 FR
6759) on January 29, 1980 a final rule
amending regulations for Part 210,
National School Lunch Program, and
Part 220, School Breakfast Program, to
implement the amendment of Section 10
of the Child Nutrition Act of 1906 by
Section 17 of Pub. L 95-166 to restrict
the sale of oategoris of foods of
minimal nutritional value from the
beginning of the school day until after
the end of the last lunch period in
schools participating in the National
School Lunch and/or School Breakfast
Prpgrams (including Commodity Only
Schools). In the final rule, provisions
if 210.15b(b(3), and 220.12(b)(3)) were
made for amending Appendix B,
Categories of Foods of Minimal
Nutritional Value, to exclude those
individual foods identified under
§§ 210.15b(b)(1) and § 220.12(b)(1) and/
or to include those categories of foods
identified under § 210.15b(b](2} and
220.12(b)(2). Any person may submit a
petition to FNS requesting that an
exception or an addition be made to the
food categories as listed in Appendix B.
Specific requirements for such petitions
are noted in the final rule published in
the Federal Register on January 29,1980.

Petitioning Timeframes

In order to meet the publication dates
of May I and November I
§ 210.15b(b13) and 220.12(b)(3)) for

amending Appendix B, the following
time schedule must be adhered to:

May Howfkme

Odga% k mceWp of pa- Nay, 15- May 15.
MWM by USo

US.A So YOVY paebabd Felb. l- AuS t.
ot resjW of DOWpt-
" niNim awd pub-

Fah pvpomd rule 19 ap-
Pcao).

eo day Cow"tt Pattad. Feb. I A.,g. A I th,-Sh
t ,of Oct I.
Apr1.

P&Ac Nofce of Am.sd- UIy I - HN -I.

Written petitions should be sentto the
above contact person on or before
November 15 or May 15 of each year.
Petitions must include all information
specified in § 210.15b(b(1] or (2], and
§ 220.12(b)(1) or (2]. as appropriate. To
date the Department has not received
any petitions to change Appendix B as it
appeared in the Federal Register along
with the final competitive foods rule on
January 29, 1980. The earliest possible
date that the foods in Appendix B could
be changed would be May 1,1981.
Anyone planning to submit a petition
must do so by November 15, 1980 to
meet the May 1,1981 publication date.

1. The following technical correction
Is made to the document originally
,establishing Appendix B-Categories of
Foods of Minimal Nutritional Value (45
FR 6758, January 29, 1980. A new
instruction paragraph addressing both
Parts 210 and 220 should be inserted on
page 6772 immediately following the
text of § 220.12 to read as follows:

Part 210--National School Lunch
Program and Part 220-School Breakfast
Program

Part210 and 220 are amended by adding
the following Appendix B-Categories
of Foods of Minimal Nutritional Value to
the end of each part.

2. Accordingly, Part 210. National
School Lunch Program, and Part 220,
School Breakfast Program, are amended
as follows. Appendix B is amended by
adding the following schedule as a new
paragraph after paragraph (4]g):
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Schedule for Amending Appendix B

Publication
Actions for publication May November

Deadline for receipt of pe- Nov. 15......
titions by USDA.

USDA to notily petitioners Feb. 1
of results of Department.
at review and publish
proposed rule (if applica-
ble).

60 Day Comment Period .Feb. 1
through
Apr. 1,

Public Notice of Amend- May .
ment of Appendix B by.

Written petitions should be
Chief, Technical Assistance B
Nutrition and Technical Servi
Division, FNS, USDA, Washi
20250 on or before November
15 of each year. Petitions mus
all information specified in §
(1) or (2), and § 220.12(b) (1] o
appropriate.
(Sec. 17, Pub. L. 95-166, 91 Stat. I
U.S.C. 1779))

(Catalog of Federal Domestic Ass
Programs Nos. 10.553 and 10.555]

-Dated: October 23, 1980.
Sydney J. Butler, -

Acting Assistant Secretary for Fo
Consumer Services.
JFR Dec. 80-33932 Filed 10-30-M0, 8:45.nmJ
BILLING CODE 3410-30-M

7 CFR Part 246

Special Supplemental Food
for Women, Infants, and Chi
Administrative Funding Forrr

AGENCY: Food andNutrition S
USDA.
ACTION: Administrative Fund
Formula, notice of amendmen

SUMMARY: The Departmeit is
an amendment to the final
administrative funding formul
distributes administrative me
State agencies participatifig i
Special Supplemental Food Pr
Women, Infants and Children
amendment allows the Depar
negotiate increases in admini
funds to State agencies exper
excessive administrative cost
EFFECTIVE DATE: October 1, 1
FOR FURTHER INFORMATION Cl
Darrel E. Gray, Acting Direct
Supplemental Food Programs
Food and Nutrition Service, L
Room 4405, Auditors Building
Independence Avenue SW.,
Washington, D.C. 20250, (202]
SUPPLEMENTARY INFORMATIOl
March 28, 1980, the Departme
published at 45 FR 20458 an ii

May 15.

Aug. 1.

amendment to the final administrative
funding formula. The 90-day comment
period ended June 28, 1980 .

This final action has been reviewed
under USDA procedures established in
Secretary's Memorandum 1955 to
implement Executive Order 12044, and
has been classified "not significant."

L Discussion of the Comments
Aug. I through

OcL I A total of t5 comment letters were

Nov. I received on the administrative fundihg
notice amendment during the official
comment period. Thecommenters

sent to the included 12 State agencies, 1 public
Iranch, interest group and 2 Regional Offices.
ces Six of the 13 letters which supported
ngton, D.C., the negotiation process specifically
15 or May stated that FNS must clearly delineate
t include the conditions under which negotiations
210.15b(b) - can occur. Three of the 13 letters stated
ir (2) as there should be some type of limit set on

the amount of money used for
negotiation. A considerable number of

345 (42 - comments supported the negotiation

istance process simply because it provided
flexibility in meeting unique individual
needs.,Two commenters opposed the
negotiation process because it reduced
the already limited funding available for

ads and -all State agencies. From comment letters
received, the Department has developed
the following guidelines for the
negotiation process.

A number of commenters felt that in
order to be eligible for additional
funding, the State must be in "unusual

Program need." After a review of the comments,
ldren; "unusual need" is defined as: (1)
nula Substantial warehousing expenses, such

as incurred in the direct distribution
Service, system used by Mississippi; (2)

unusually high salary costs in relation to
ing caseload size as demonstrated by
it. Alaska and several Indiari State

agencies; or (3) extremely high travel
publishing costs due to the geography of the State.

la which The Department chose warehousing
nies to expenses as a factor because these
n the expense are borne indirectly in retail

purchase system as a food cost..rogram for However, in a direct distribution system,
.The warehousing costs must be paid with
tment to administrative funds.
strative High salaries were chosen as a factor
iencing because of the experience of a few small
S. State agencies. For example, Indian
980. State agencies experience great.
ONTACT: difficulties in attracting qualified
or, nutritionists and other professional staff
Division, to the reservation area. Although a

JSDA, nutritionist position is often needed only
,l4th and On a part-time basis, a full-time

nutritionist must be hired as there are no
447-8206. other organizations to employ the
N: On- nutritionist for non-WIC services. This
nt - results in extremely high salary costs.
nterim At Aka, due to-its high cost of living, has

substantially higher salaries for
professional staff than the mean
maximum salary of the United States.
These higher salaries In relation to
caseload size create a disproportionate
administrative dollar per participant
ratio. When high salary costs are used
as a criteria, these costs must be
reasonable when compared to other
employee salaries of the same State
agency, State, or same type of State
agencies. linaddition, the salaries will
be compared to those contained in the
current publication of the "State Salary
Survey" which is compiled by the U.S.
Office of Personnel Management to
determine reasonableness.

Finally, travel costs were selected as
a factor because remoteness, low
density and sparsity among clinic sites
on Indian reservations and in the State
of Alaska result in extremely high travel
costs. In Alaska, conventional means of
travel cannot be utilized. All travel is
either by wafer, which is extremely
slow, dr by air, which is extremely
ekpensive. Where travel costs are higher
due to the geographic layout of the
State, trips must be limited and involve
only essential Program activities and be
comparable to costs ekperienced by
other State agencies with similar
geographic layouts. One or more of the
criteria mentioned above must be met
and documented in order to receive
additional funds through the
administrative negotiation process,

Some commenters suggested that /lo
of I percent of the WIC administrative
appropriation be the figure used to limit
the funds available to State agencies
determined to be in need of additional
funds. FNS felt that the I/so of 1 percent
mentioned in the comment letters would
be inadequate and that maximum of 4/o
of 1 percent would be more reasonable.
Preliminary reviews of expenditure
reports from Alaska and Mississippi
provided an estimate of the amount of
additional administrative funds they
would need. To allow for other State
and Indian agencies which may also
need additional administrative funds,
4/io of 1 percent was determined as the
total amount of administrative funds to
be set a'ide for the negotiation fund,
Therefore, FNS believes that the 4/ie of I
percent is small enough not-to create a
financial hardship for the State agencies
which would not participate in the
negotiation process and yet help those
State agencies experiencing excessive
administrative costs.

Several comrnmenters suggested that
the cap for the minimum grant a, State
agency can receive be raised from
$30,000 per year to $45,000 per year to
cover basic operating expenses. If the
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Department were to raise the cap. other
State agencies may, in essence, forfeit
more money than they would if FNS
were to use the maximum figure -of Yin
of 1 percent for negotiation. Further, not
all Indian State agencies (which are the
only State agencies receiving a minimum
grant) need more than $30,000.
Currently, some State agencies are
spending less. Therefore, the
Department feels that negotiations for
additional administrative funds should
be done on an individual basis for
extreme circumstances only.

One of the comment letters suggested
that the Regional Offices do a
management review of State agencies
which request additional administrative
funds. The review would examine the
efficiency and economy of the State
agency's WIC operations and determine
how the State agency can reduce costs.
The Regional Offices should not allow
State agencies to negotiate for
additional funds unless the review
verifies thaf the State agency is running
the Program efficiently and
economically, but still needs additional
funds. The Department fully supports
this recommendation.

The availability of funds is also a very
important determining factor. Each year,
the Regional Offices will need to submit
requests and justifications for additional
funds by September 1. However, for
Fiscal Year 1981, due to the publication
date of this notice, Regional Offices
have been alerted that they will have
until December 1,1980, to submit
requests and justifications for additional
funds. If a State agency feels it will be
facing a difficult financial situation the
next fiscal year, FNS will need a current
detailed line item administrative budget.
so that it may compare it to the
administrative grant to be received by
the State in the next fiscal year. If the
State is in need of money, once the
conditions are met, FNS will provide
additional funds, if they are available.
There is no guarantee that a State which
request additional funds will receive
any portion of the amount requested.

H. Description of Administrative
Funding Formula

By September 1 of each year, the
Regional Offices will submit to FNS
requests for additional adminstrative
funds, substantiated by a review of the
State agency which confirms the State
agency is operating the Program
efficiently and economically, but that
operations are seriously threatened
without additional administrative funds.
These requests must contain a current
detailed line item administrative budget
submitted on 0MB A-102, Attachment
M budget forms. However, for Fiscal

Year 1981, the Regional Offices will
have 30 days from the date of this
'publication to submit request and
justifications.

A maximum of % o of 1 percent of the
total administrative appropriation will
provide the amount of funds available
for negotiation to State agencies eligible
for additional administrative funds. The
Department will thoroughly review and
analyze each request received to
determine the condition under which the
request is made (i.e., high salary costs,
high travel costs, or high warehousing
costs), and will compare the detailed
line item budget to the admimistrative
grant to be received by the State agency
to determine if funds in excess of the
grant amount are needed. There is no
guarantee that a State agency will
receive any portion of the amount of
additional funds requested. This
negotiated procedure will become a
permanent part of the formula process,
so that in the future, any State agency
with severe circumstances can be
offered assistance if the funds are
available.

Signed in Washington. D.C., on October 17.
1980.
Robert Greenste4n
Adrninistralor Food and Nutrition Servkw.
RRi Do- 10P Ptd 10-8-W M l
BXiLNG COE 3410-0"-

Agricultural Marketing Service

7 CFR Part 910

[Lemon Reg. 276, AmdL 1; Lemon Reg. 2771

Lemons Grown In California and
Arizona; Limitation of Handling

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Final rule.

SUMMARY. This action establishes the
quantity of California-Arizona lemons
that may be shipped to the fresh market
during the period November 24,1980,
and increases the quantity of such
lemons that may be so shipped during
the period October 28-November 1.
Such action is needed to provide for
orderly marketing of fresh lemons for
the period specified due to the
marketing situation confronting the
lemon industry.
DATES: The regulation becomes effective
November 2.1980. and the amendment
is effective for the period October 20-
November 1, 1980.
FOR FURTHER INFORMATION CONTAC'.
Malvin E. McGaha, 202-447-5975.

SUPPLEMENTARY INFORMATION:
Findings.This regulation and
amendment are issued under the
marketing agreement, as amended, and
Order No. 910, as amended (7 CFR Part
910), regulating the handling of lemons
grown in California and Arizona. The
agreement and order are effective under
the Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601-
074). The action is based upon the
recommendations and information
submitted by the Lemon Administrative
Committee and upon other available
information. It is hereby found that this
action will tend to effectuate the
declared policy of the act.

This action is consistent with the
marketing policy for 1980-81 which was
designated significant under the
procedures of Executive Order 12044.
The marketing policy was recommended
by the committee following discussion
at a public meeting on July 8, 1980. A
final impact analysis on the marketing
policy is available from Malvin E.
McGaha, Chief, Fruit Branch. F&V,
AMS, USDA, Washington, D.C. 20250,
telephone 202-447-5975.

The committee met again publicly on -
October 28, 190, at Los Angeles,
California, to consider the current and
prospective conditions of supply and
demand and recommended a quantity of
lemons deemed advisable to be handled
during the specified weeks. The
committee reports the demand for
lemons is easier.

It is further found that there is
insufficient time between the date when
information became available upon
which this regulation and amendment
are based and when the actions must be
taken to warrant a 60 day comment
period as recommended in E.O. 12044,
and that it is impracticable and contrary
to the public interest to give preliminary
notice, engage in public rulemaking, and
postpone the effective date until 30 days
after publication in the Federal Register
(5 U.S.C. 553), and the amendment
relieves restrictions on the handling of
lemons. It is necessary to effectuate the
declared purposes of the act to make
these regulatory provisions effective as
specified, and handlers have been
apprised of such provisions and the
effective times.

1. Section 910.577 is added as follows.

§ 910.577 Lemon regulation 277.
(a) The quantity of lemons grown in

California and Arizona which may be
handled during the period November 2,
1980, through November 8,1980, is
established at 205,000 cartons. -

(b] As used in this section, "handled7"
and "cartons" mean the same as defined
in the marketing order.

72M03
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2. Paragraph (a) of § 910,576 Lemon
Regulation 276 (45 FR 70427) is amended
to read as follows:

§ 910.576 Lemon Regulation 276.
(a) The quantity of lemons grown in

California and Arizona which may be
handled during.the period October 26,
1980, through November 1, 1980, is
established at 215,000 cartons.

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C.
601-674].

Dated: October 29, 1980.
Malvin E. McGaha,
Acting Deputy Director, Fruit and Vegetable
Division, Agricultural Marketing Service.
iFR Doe. 80-34087 Filed 10-30-80:. 8:45 am]i

BILLING CODE 3410-02-M

Commodity Credit Corporation

7 CFR Part 1421

[CCC Grain Price Support Regulations,
1980-Crop Wheat Supplement]

Grains and Similarly Handled
Commodities; 1980-Crop Wheat Loan
and Purchase Program

Correction

In FR Doc. 80-32780, published at page
69415, in the issue of Tuesday, October
21, 1980, please make the following
corrections to the table in § 1421.490:

1. On page 69418,'second column, the
8th entry undef Missouri, now reading
"Benton ...... 3.99" should read "Benton
...... 2.99".

2. On page 69421 (continuing the
entries for Texas), the 41st entry in the
first column, now reading "Callam **
should read "Dallam ...
BILLING CODE 1505-01

7 CFR Part 1421

[CCC Grain Price Support Reg., 1980-Crop
Oats Sujiplement]

Grains and Similarly Handled
Commodities; 1980-Crop Oats Loan
and Purchase Program

AGENCY: Commodity Credit Corporation,
USDA.
ACTION: Final rule.

SUMMARY: The purpose of this rule is to
set forth the (1) final loan and purchase
availability dates; (2) maturity dates,
and (3) loan and purchase rates and
premiums and discounts under which
Commodity Credit Corporation (CCC)
will extend price support on 1980-crop
oats. This rule will enable eligible oats

producers to obtain loans and purchases
on their eligible 1980-crop oats.
EFFECTIVE DATE: October 30, 1980.
ADDRESS: Price Support and Loan
Division, ASCS, USDA, P.O. Box 2415,
-Washington, D.C. 20013.
FOR FURTHER INFORMATION CONTACT.
W. W. Beesley, ASCS, (202) 447-7923.

With respect to the availability of an
impact analysis, the increases in the
basic county loan and purchase rates
announced by -this final rule were
considered under the provisions of the
"Notice of Determinations of the 1980
Crop Normal Crop Acreages (NCA),
Established 'Target Prices', Loan and
Purchase Rates for Feed Grains,
Soybeans, Wheat-and Rice, and Loan
Rates for Upland and ELS Cotton"
published in the Federal Register (45 FR
53501), on August'12, 1980, and,
specifically considered in the Final
Impact Statement prepared for that
action. Thus, the Final Impact Statement
describing the options qonsidered in
developing this final rule and the impact
of implementing each option is available
on request from Bruce RK Weber,'
Agricultural Program Specialist,
Production Adjustment Division, ASCS-
USDA, P.O. Box 2415, Washington, D.C.
2003, (202] 447-6688.
SUPPLEMENTARY INFORMATION: This
final action has been reviewed under
USDA procedures established in
Secretary's Memorandum 1955 to
implement Executive Order 12044, and
has been classified "not significant."
Also for "Improving USDA Regulations"
(43 FR 50988), initiation of review of the
regulations contained in 7 CFR 1421.270-
.274 for need, accuracy, clarity, and
effectiveness will be made within the
next'five years. The next review will
take into consideration problems, issues,
etc., which are experienced in program
administration during the intervening
period.

A "Notice of Determinations of 1980-
Crop Normal Crop Acreages (NCA)
Established 'Target' Prices, Loan and
Purchase Rates for Feed Grains,
Soybeans, Wheat, and Rice, and Loan
Rates for Upland and Extra Long Staple
(ELS) Cotton" was published in the
Federal Register-on August 12,1980 (45
FR 53501), effective August 7, 1980. The
notice included the Secretary's
determination that the 1980 loan and
purchase rate for oats was being
increased to $1.16 per bushel in
accordance with Section 105A of the
Agricultural Act of 1949, as amended (7
U.S.C. 1444c). The announcement of this
action by the Secretary had to be made
immediately so that farmers could
indicate their 1980 program
participation. Therefore, it was and

remains impractical and contrary to the
public interest to comply with the public
rulemaking requirements of 5 U.S.C. 553
and Executive Order 12044. Thus, this
final rule shall become effective October
30, 1980.

This rule announces the individual
basic county loan and purchase rates to
conform with the increased national
average loan and purchase rate of $1.10-
per bushel for the 1980 crop of oats.

Producers who wish to sectire loans
can do so by contacting their local
ASCS county office or Agricultural
Service Center.

The program title and number from
the "Catalog of Federal Domestic
Assistance" is Commodity Loan and
Purchases, 10.051. This action will not
have a significant impact specifically on
area and community development.
Therefore, review as established by
OMB Circular A-95 was not used to
assure that units of local government are
informed of this action.

Final Rule
The General Regulations Governing

Price Support for 1978 and Subsequent
Crops and any amendments thereto,sand
the 1978 and Subsequent Crops Oats
Loan and Purchase Regulations and any
amendments thereto in this Part 1421 are
further supplemented for the 1980 crop
of oats. Accordingly, the regulations in 7
CFR 1421.270 through 1421.274 and the
title of the subpart are revised to read as
provided below effective as to the 1980
crop of oats. The material previously
appearing in these sections shall remain
in full force and effect as to the crops to
which it is applicable.

PART 1421-GRAINS AND OTHER
SIMILARLY HANDLED COMMODITIES
Subpart-1980-Crop Oats Loan and
Purchase Program
Sec.
1421.270 Purpose.
1421.271 Availability.
1421.272 Maturity of loans.
1421.273 Warehouse charges.
1421.274 Loan and purchase rates and

premiums and discounts.
Authority: Secs. 4 and 5, 62 Star. 1070, as

amended (15 U.S.C. 714 b and c]; Sacs, 105 A,
401, 63 Stat. 1051, as amended (7 U.S.C, 14440,
,421).

Subpart-1980-Crop Oats Loan and
Purchase Program

§ 1421.270 Purpose.
This supplement contains additional

program provisions which together with
the provisions of the General
Regulations Governihg Price Support for
the 1978 and Subsequent Crops, the 1978
and Subsequent Crop Oats Loan and
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Purchase Program regulations and any
amendments thereto, apply to loans on
and purchases of the 1980 crop of oats.

§ 1421.271 Availability.
(a) Loans. Producers desiring to

participate in the program through loans
must request a loan on their 1980 crop of
eligible oats on or before March 31, 1981.

(b] Purchases. A producer desiring to
offer eligible 1980-crop oats not under
loan for purchase must execute and
deliver to the county ASCS office on or
before March 31, 1981, a Purchase
Agreement (Form CCC-614) indicating
the approximate quantity of 1980-crop
oats the producer will sell to CCC.

§ 1421.272 Maturity of loans.

Loans mature on demand but not later
than the last day of the ninth calendar
month following the month the loan is
disbursed.

§ 1421.273 Warehouse charges.
If storage is not provided for through

loan maturity, the county ASCS office
shall deduct storage charges at the daily
storage rate for the storing warehouse
times the number of days from the date
the commodity was received or date
through which storage has been
provided for to the maturity date.

§ 1421.274 Loan and purchase rates,
premiums and discounts.

(a) Basis loan and purchase rates
(counties). Basic rates per bushel for
loan and settlement purposes for oats
are established for oats grading U.S. No.
3 and containing not in excess of 14
percent moisture are as follows:

1980-Crop Oats Loan Purchase Rates

Rate
County per

busho

Alabama
All Coutes... ...... .. S129

Alaska*
Delta ......... 101
Fabas.... ...... ....... 100
Glenae ..... ............... 107
Home ...r. 104
Kena- o n ............. 109
Palmer .... .... 113
Taeetna. ....... . . 113
WghL State ag... . ... 107

Arizona
ANl .. . . .. .. .... . .... . 135

Arkansas
AN .. . . . . . . 126

ca lifornia
AN counties-....... 1-35

Colorado
AN counses--- 125

Connecticut
Al countes.......... 128

Delaware
Al counties.. ........ 128

Florida
Acoun1es. 132

1980--Crop Oats Loan Purchase Rates-
Continued

Ra'o

Georgia
ANl courdoes-. . . ... . . S129

keho
AM countles- 125

Adams ... .... . ....... 119
Alexander 122
Bond 120
Boone- I t9
Brown 119
Be... 119
C . . . . . . .120
Carro. 119
Caaa ........ 1 19
chM-aWgn - - - - -- 120

.. .. .. ..... .. .. .. .. . . .... 119g
Clark ... 122
Coay..... 121
Clinton ... 121

Cook-- 1-23
Cxawford123
currovilm -121

De Wt 129

Douglas-- . 120
Du Pae........ . ....... 120
Edga ..... .121
Edwards. ..... 124
Elknhe ................ 121
Fayette .... .... . . .. _ 120
Ford 120
Franklin..... . . . . - .... 122
Fulton . 119
G~ ~n . . .124
Grene .. __ __ 120
GHon ..... ..-... 123

- 1,23

Hacc-- 1 t9
123Henderson. - ... .. 119

He"ry.. ... -.... _ _ 119
Iroquois 121
Jackson- .......... 122
Joferon 122
Mirst 122

Jo D ... . .. 122

Kankakee 121
Kendl ... 119
Knox ....... 119
Lake . . ... 121
La Sale .......... 1 19
Lawrence -... . ...-.--.--... . .. . 124
Lee . .119
L~ng n.. . . .. 119
Logan . . . ....... ............. 11t9

McOonough .119
MCoienr .. 119
McLean .. 119

...a . ..... .. ... 119

M a . ........ . .. ...... .. . .. . 1201Madison 121
manlon -121
Ma . .. . 119
Mason... ... 119
Massac ---.- .. .. .. .. . . . 122
Menad 119
Mercer . .. 119
Monroe 122
Mon ..ome. . . 120
Morgan11Moultne . . .. . . . . . . 1 19

ogle . - 119
Peona - 119
Pam - 122
Platt 119
Pike . ....... 119
Pope 123
Pula ... - 19

Ran dolph 122
RcIand . . . . . 122
Rock ISland .. . . 119st.cl 1... ... . . .. . . . . 22
Saline 123
Sangamo 119

1980-Crop Oats Loan Purchase Rates-
Continued

s&ty
STaz~r .... _______

W"n

,r. ---

~Waynea ...... _

Indiana

Boone
Brown

Cass

CIOi- - --- _ _ _Clay

Crawford

Deca .

DFall ____

Fotrt~
Fatd .... .........

Floyd ------
F~

Grant ........ --

Hancock.

H e .. ..... .

kfHtari -:n - -

Ja:cn-

kJesi -

Law- .- -.

La Porte -

Madcn ...
Maron ---- -
Ma n . .....

a' .. ......... ..

Morgan-

Crag . -------
Owen -

Parkl,
pelry

PACte -- - --

Pual

PFn - ___

Frky

Rate
per

b4,sheq

si 19
1-19
1 13
I 19
1 19
1.19
122
1,21
124
113
122
123
124
1 19
122
1.22
119
119
119

128
128
128
1.25
127
126
128
126
126
129
126
126
126
128
1 3c
128
126
1.27
126
128
127
128
125
129
127
128
127
128
127
t27
126
126
1-27
127
127
128
125
128
130
129
t26
125
1.27
128
126
127
128
1-27
126
1-27
128
127
128
1.26
126
125
127
130

1-26
325
128
1283
126
128
126
1-26
128
1 Za
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Rate
County 

'bsel

Rush ......... $1.27
St Joseph ...... . 1.27-
Scott., 1.29
Shelby 1.27
Spencer 1.28
Starke............ 1.26
Steuben..._ . _ _ 1.28
Sullivan . ....... - 1.27

.Swizerand =1.0
Tippecanoe . .1.26
lipton ...... .1.27
Union .1.28
Vanderburh .-- .1.28
Vermillion_- - 1.25
W kVigoc............. 1.26
Wabase............... ....... 1.27
Warren.. ..... 1.25
Warick...... 1.28
Washington ...... 1.28
Wayne tate .......................... 1.28
W ells ..................................... .. 1.27
•W hile................................... . 1.26
W hilloy._" " " ... ..... .................................................. . 1.27
W nL State awg ............................................. .......... ....... 1 1.27

. Iowa

Adams.
Alamakeo,
Appanoose.
Audubon_-_..-- _ . --.. ... .

Benton.
Black Hawk _ -------"Blacone l... ........................... :...............
Boone.
Bremer.Buchanalt ...... ..

Buena Vista___ __............ ....
Butler .............
Calhoun.
Carroll ..........................
Cass ........... . ..................
Cedar ..........................................................
Cerro Gordo_..............-. ........
Cherokee
Chickasaw_.
Clarke ........... .. .
Clayton .................. . . .

Clinton.
Crawford .. . . .... .... . .....

Dallas.
dsvis ..................................
Decatur.
Delaware....-

Dickinson .. . ..... . . .. . . . .

Emmet . ..... ... .

Floyd . ......................... ......
Franklin.............................................
Fremont.~.....~ ... ,.........

Greene ....... ............ ..........................
Grundy......................
Guthrie..-..------....
Hamilton ....................................................
Hancock ........... ...................................
Hardin ....... .
Harrison ............. . ...................................
Henry . ................................... ............
Howard..... .... ......... .................
Humboldt ......................... .... .........
Ida .............. ......... ..... .............
Iowa . .. ..................................................
Jarsin ......................... ....... ... -
Jaiserso . . ....................
Jehson ..............................................
Jons ..... .. . . ...........
Jous . ..... .......... ... . ..........

Keokuk., ................. .... .........................................

Ko th ....... . . .........................
Lee ............ . . ..................
Uir . .. ... ............. ...
Louisa .......... ......................................................

Lohnson.............................................

Lons . ..... . . ........................ ..

Maont,. ...................................

Ly ......................................................... ...
M adison ....................................... ......... ...... I. ... ............
Mahaskii ..... ...... ... ....... ............ .............. ............... ...

It Rate
County per

bushel

m lllu .......... .............................. .. . .. ..........

Mitchell ......................
Monona .....................................................

Montgomery. ............ ..... ..................
Muscatine ............. . .................
O'Brien.. .

Osceota.. .
Page. - --
Palo Alto
Plymouth..
Pocahontas
Polk... ...
. ... .... ..Pottawattari
Poweshiek
Ringgold.
Sac_..........
Scott...
Shelby...
Sioux......
Story.
Tama........
Taylor.
Union.
Van Buren
Wapello....
Warren
Washington
Wayne.
Webster....
Winnebago
Winneshiek - __.
Woodbury. -_ _
Worth.
Wright.
WghL State avg,

Kansas
All counties .......... I ........... ............................... .

Kentucky
All counties ............... : .............

Louisiana
All counties . .. . ... .............

Maine
All counties ................. ........................ . .............

-Maryland

All counties.
Massachusetts

All counties ......................................................

%* Michigan
Alcondl.
Alger ............
Allegan .............................
Alpena ............... .....................................
Antcm ..................................................
A rnac ................................................. .............
Baraga. .......................... ..................
Barry . ..................................................
Bay............................. .........................
Ben e. .......... ........... ............................
Ber en .............................. ..... ..... . .........
Branch . ..........................................

Calhoun......... .....................................
Cass ............. ........... ............................... .
Charlevoix . ... ..... . ............
Cheboygan ..........................................
Chippewa .......................................... .......
Clare ............ ...... ...... ..... ... .... ... ............. ...... .. .........

Clinton ....... .......................... .- ........ .................
Crawford .........................................
Delta .............. . .................................
Dic inson ................ ..............................
Eaton ........ ......................................................
Emmet . . ...................
Genesee .......... .... ......................
Gladwin ...... .............................. ..........................
Gogebic ............................ : ................................ ..
Grand Traverse . ........ ................
Gratiot .... . ... . ......................
Hillsdale ......... ............ ...............
Houghton. ...... . ...... . ..............
Huron. ............. ..........
Ingham :..... . ......................... .................
Iona ........................................................................

tosco ... . ....................................
Iron ......... .............................
Isabella ......... ................................. ..................
Jackson .................................. ........................... 

County

Kalamazoo ................................... ; ......... .......
Kalkaska ....... .. ...................

Ke n w . ......................... ....
Lake............ .,.

$1.17
1.13
1.14
1.17
1.17
1.17
1.14
1.12
1.17
1.15
1.13
1.15
1.15
1.18
1.15
1.17
1.15
1.17
1.15
1.13
1.15
1.15
1.17

- 1.17
1.17
1.17
1.17
1.17
1.17
1.15
1.13
1.14
1.13
1.13
1.15
1.15

1.21

1.29

1.29

1.28

1.29

1.28

1.23
1.24
1.25
1.23
1.24
1.23
1.23
1.25
1.23
1.24
1.26
1.26
1.25
1.26
1.24
1.24
1.24
1.24
1.24
1.23
1.23
1.23
1.24
1.24
1.23
1.23
U,23
1.24
1.24
1.26
1.23
1.23
1.24
1.24
1.23
1.23
1.24
1.25

1.17
1.17
1.14
1.17
1.15
1.17
1.16
1.15
1.15
1.16'
1.15
1.15
1.15
1.15
1.17
1.17
1.14
1.15
1,15
1.17
1.14
1.15
1.17
1.1,4
1.15
1.18
1.17
1.16
1.17
1.13
1.16
1.13
1.15
1.14

-1.15
1.17
1.15
1.15
1.15
1.15
1.14
1.15
1.15
1.17
1.14
1.15
1.14
1.17
1.17
1.15
1.17
1.17
1.17
1.17
1.13
1.17
1.17
1.17
1.17
1.12
1.17
1.17

.1.17
1.15

Becker ......................... ........
Beltrami ....... ....... . ...
Benton ........... C: ..... .... ........ -. .............
Big Stone ................... ........
Blue Earth ............................
B rown ............. .I ...................... ____
Carlton ............. ................
Carver ..... ........................
Cass .................................................
Chippewa .......................................

Clay ... ...................................
Clearwater ....... .................
Cook ............. . . .............
Cottonwood ....................
Crow Wing ................ ..................
Dakota................... ..................
Dodge .............
Douglas ................ .................
Fanbdult ................ .............
Fillmore ................. ............... ......
Freeborn .......................... .....

Goodhue .. . ........
Grant ....... .......................
Hennepin ......................................... ........
Houston .......... ..................
Hubbard ............................ .

Itsat................ .,.,.. .........
Itasca . ................. .. .................. ..... .......... ........... .
Ja ckson ........................... .....

Kanabec ....................................... ..........
Kandryohi ...... ........... .... . ..

Kittson .. .... ...
Koochiching.................................
Lac Out Parle ........... . . ..........
Lake ................ ............. ............
Lake of the Woods .....................
Le Suour .................. . . . ....
Lincoln............... ............. .....

Lyon. k ................Marshall ............. ..... .......................

Macomb ............. .....................
Maniste ........ .......
Marquette ................ ................ ..............

Mason .............. ...............
Mcosta .... _.._.. ................... ,.,.................

Menominee .............. .. ...........
Midland .........................................
Missaukee ......................................................
Montcalr ..... ...... ....................
Mont.nomncy ............................... .

Muskegon ........................ .....
Newaygo ............................ ..........
Oakland ................................
Ocepna ............. ............
Ogemaw ...............
Ontonagon .............
Osceola .............. . ..........
Oscoda................................ ..........

Ottawa .........................
Presque tae ................................

St Clair .................. .
SL Joseph., ...........................
Sanilac ...........................
Schoolcralt ......... ......... ..........
Shiawassee . .. ............
Tuscola ............................. .
Van Buren .................... .......
Washlenaw .... ..... .......... .
W ayne .................................................
Wexford . . ... ...... ........................
Wght State avg . . ... ..............

Minnesota
Aitkin ................. .............

Rate
pet

bushel

$1.25
1,24
1.25
123
1.25
1.23
124

1.24
1.24
1.24

1.24....... 125
1.23

1,24
1.25....... 1.23

11.24
1.25

123

... ... 1,24

1.23
1.25
1.25

...... 1.24
...... 1,25

1,23
....... 1.23

1.24
1.23
1.24

1.23
1.23

........ 1,2t
1.23

1.24
1.26

...... 1.23

124
1.23

..... 1 23

...... 1.25
..... 1.2.5

... .. 1 24

.... 1,12

...... 1,14

1.00
1.00

1,114

1.1

110

112
1,1t

1,14
1.13
1 10

to0
1 14

1,01.14
110
114
11

113

1,12
110

1.12
1013

1,10

1,14
113

1,00
113
1,12
11t
113
111
1.06

110
1,14
1.01
1 12

1 10
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County

McLeod

Marshal
Marn

Meeker
Mile Lacs

Mower~
Murray

Nobles - - -

Olmsted
Otter Tal
Pennigtoa ... .. . .

Pope

Ramsey.
Red Lake ... ......... .
Redwood_ - - -- - - ---...

Rice .. .. ... . . . . . .
Sock - -. .. .. .. . .

Roseau -. ... ..- - .-.
St Louis . . . . . . . .. .

Scott
Sherbue_

Seas.._....

Steele
Stevens
Swft.

Todd.
Traverse - _ _ _ _
Wabasha..
Wadena.............
Waseca..o..

Wiona____

Yelow Medi ine . . . .
WgiL State an.. . .. ..............

Mississippi
Al unbes_

Missouri
All counties -. . . . .....

Montana
Beaverhead -

Big Horn
Blame

Car . __._
Carter
Cascade . ......
Chopuleu . . . . ...

Custer - "-' "- -- - -Darnies... . .
Dawson--- - -
Deer Lodge
Fallon ..
Fergus . . . . . . . .. .. ..

Gallatin . . . . .
Garfie .. ... ....

Golden Vaey ............

Jeff erson
Judith Basin----..... .
Lake -. . . . . . .

Lewis and Clr

Lincoln
McCone._.
Madison
Meagher
Mieral

Musseishel
Park . .
Metroleum
Phf . ...

Rate

S1.12
1 07
1.06

1.11
1.12
1.12

1.11
1.12
1,10
1.12
1.10

1-06
1.12
109
1.06
1.13
1.10
106
1.10
1-14
106
1.11
1.11
112
1 10
106
114
1.13
1 13
1.12
1.11
1-12
1.09
1.10
1,10
106
112
1-10
1 12
1,14
1.11
108
113
1,13
110
1.10

129

122

121
114
1,11
117
1.16
1.09
1.16
1-13
1.10
1-07
106
1.19
1 07
113
1.19
1.18
1.09
116
1_15
120
112
1.18
1.14
120
1.18
1.13
121
1.07
1,19
116
121
120
1-14
1.18
1.11
1 10
1.15

CC-!/~
Rile

County b

PowdeRay" .. ..... 511
Powell 1.19
Prams.........- 106
a aR n . ..... . ...... .. 120R n.106~106

Rooeve1l- 106
Rosdr ... 112

, . 121

Sheridan.._ 106
S*W sow 119S~wster ..... 1 16
Sweetr ..... 1-17
Teton. . 115
Toole .... 114
Treasue..... .. 1 13Valley .lO10

Whaland....... ..... 116
Wilbam.. 106
yelowslone _ 1.15I

Wgh.Slateav ..an. 112

Adams . 117
A ~e ... .---. ....... .. 114
Ar.tu..r.. 115
Ba ..... . . . .... 115

Boon. ...... . ....-.. 1 15
Box le 114
Boyd -------------. . ... . . . . 112
Brown -. . ..... 113
Buao . . .. 116
BoU" . .. . . . .. . .. . . .. . 1 16

Botle. .....- ... 117
Cass I. .... . . 118
Ceder ..... 114
Chase.. lie - 11.. ... .. . .. . .. .......... . ... 1 18
Cherry ..... 1 13

Clay 117~116
Cr.ig ...... 116
Cosler 115
Dakota ---........ 116

[3ev 1 14

Dawson 1... .. 116
DFranlkhi. 116
Dixon __... 115

Dumes.... ... ....... 1 17

Ddge..... 117

Dgas - 115--- l
Duady__.d 1 14

Fmore 117

Granki 114Fre lc . . . .. . . .. ..... .. .. 1 8
-Frntir- 116F aiton r. ... . .. .. . . .. . . .. . . 1167

Gage-. 119
Gacen. . . 115Garfield . .. ... ... ... 114

. . . .. 117
GH r... . 1 14
Greley....... 115

JH n o ....... . ... . . ...... 13

Ham---ny -. .. . . . .. .. 116
. . . . . . 1 16

Hitchcoc k- 119

Ka .... .. .. ...........- 136
- 113Laonca .. ... ... .... . .-1 18

Liecoh ......... .. 1 16

....og.. . .. . .. ... . .. . 1 15

Kokep 114

. ..h.son.. 115

M a on ... . .. .. . . ... ... .. . .. 1 15Kearney 115

NlncK ... . . . . .. . .. .. . 115

Nuckall---- . . .. . . 118
Oo . . . . . 18

P - . 114

Pokill_-. . 117

McLan. ... .. . ....

MC-4on
Mou ...il

Pece .

Ram"ey

Reyge

RS.utwl t . ....

Sargnt ....... .

ShT.oa .. ...... .. ..

ir:e ....

R d Wiow.
R 1ardscn ----

Sa.py

Scotts BS.'l

Slerrian ..

Sheman-

Vl ly ---- ...... -----
Wa'yne .............

Wa-er.

York ...

Nevada
All cour:cs .......

New Hampslke
AMlco.L.'1 ... ...

New Jersey
All courv', -- I -

New Metxco

New York
All cotm es

North Carolna

North Dakota

Adrre
B3es-....

Pate
pet

51.17
1 14
1,15
1.16
1.18

1.13
1,18,

1.18
1.18
1.15
1 17

1.14
1.15

1.14
1.15
1 18
1.14

1.16
1.15
1.17
1.15
1.18

114
716

1-15

1 35

128

129

133

1.34

129

L.03
1.04
1.02
1.01
10
1 05
1 01
102
1.05
1-03
104
1.d3
1 01
1-03
103
1 03
1 03
1034
t 04
1 02
103
102
1.03
104
103
100
1.03
103
100
100
1 01
1.01
103
1.01
1.04
101
1-03
105
1.00
106
1.01

102
1 C4
100
1.04

1102

Brake ..... ..

Bkxkej

Cass -de

E-norl

Grandr ___n~

Grand i4

La Mcvure
Logan -

kHe,.,
cfo.. .

Cra .z ...
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Rate
County perel

Train ........... ......... .. . . .. ..
Walsh . .. ..... ................ _...

Ward ............
W ells ................ .... . .. .. ...... ....

Williams .........
Wght State avg .................. . ...........

Ohio
Adams...................... ..............
Mien....................
Ashland .....................
Ashtabula.
Athens .......
Augla ze.. ............. . .
Belmont.........
Brown ........... .... ... .... . ......

CB ample g ........ ......... . . ...: . ...,
Clarrol ............................. ........... . ............

Clark.... .........
aJntnn.~ -

Eo ........ ... .........Fairfield ... . - -... - .... .

Fayette.............. .............
Franklin. -. ................ .........
Fulton .........................................................
Gallia...,........................................
Geauga . ......................................
Greene ....... ............... ..... ....................
Guernsey ............. ...................
Hamilton . ...................... ..... ...........
Hancock . ..............................
Hardln ..... . ..........................
Harrison ............... .............. ....
Henry.
Highland .. . . .
Hocking._

Holmes.
Huron ............ . ..
Jackson.

Lake ..... .......
Lawrence ........... ..............
Lic .................
Logan ........... .

Lucas . .......................... .....
Madison ........... ...............

Marion ..........

Montgomery .....................Moigan ... .................. ..... ....

Morrow . ..........................
Mskingum.................... 

....
Noble ..........................
Ottawa......................................................
Paulding ......... .........
Perry...............................................
Pickaway.. ------
Pike ............
Portage ...................................................
Preble.. ...................... .Putnam ... ................... ..-... .... . ...

Richtand ..................
Ross.
Sandusky...................... . .
Scioto ................. .......
Seneca ..................................... ... ........
Shelby ..... .......
Stark ...... ..........................................
Sumnmi..... .... .. . . .... . . ..

Union.
Van Wert......... ...............

County

Warren ...........................
Woore f..................... .,............................
Washingt on'...--..............
W ayne .... _ _ _. -. -----------.. .. . . ....

Wa d ........ .... ............W o ................. ............. ..................... ..

WghL State avg ...............................

Oklahoma
All counties ......................................

Oregon
All counies. .............................

Pennsylvania
All counties ..........................................

Rhode Island
All counties

South Carolina
All counties._o:_.........................................

South Dakota

$ 1.04
1.04
1.00
1.02
1.03
1.03

1.30
1.28
1.29
1.31
1.31
1.28
1.32
1.30
1.28
1.31
1.29
1.29
1.30
1.30
1.31
1.30
1.29
1.30
1.27
1.27
1.29
1.29
129
1.29
1,29
1.28
1.31
1.30
1.29
1.31
1.29
1.28
1.28
1.31
1.28
1.30
1.30
1.30
1.29
1.30
1.32
1.29
1, 30
1.30
1.29
1.29
1.30
128
1.29
1.31
129
1.30
1.31
126
1.28
1.32
1.28
1.31
1.29
1.30
1.31
1.29
1,27
1.30
1.29
1.30
1.30
1.27

-1.28
1.29
1.30
1.29'
1.30-
1.29
128
1.30
1.30
1.31
1.30
1.29
1.27

.Rate
per

bushel

$1.30
1.29
1.32
1.30
1.28
1.28
1.29
1.29

1.28

1.31

1.34

1.28

1.29

1.07
1.07
1.08
1.10
1.08
1.05
1.07
1.07
1.06
1.04

-. 1.08
1.06
1.12
1.07
1.04

- 1.09
-. 1.07

1.06
1.08

S 1.06
- 1.08

S 1.05
- 1.09

1.06
1.08
- 18
1.07

- 1.07
1.07
1.07
1.05
1.07
1.09
1.07
1.07
1.07
1.07
1.07
1.07
1.06
1.10
1.07
1.08
1.04

. 1.05
.. 1.06

1.08
1.07
1.09
1.08
1.07
1.03
1.06
1.06
1.07
1.09
1.06
1.07
1.07
1.08
1.08
1.10
1.12
1.06
1.11
1.06
1.08

County 
Rate

Tennessee
AN. count.. ............................. ........ $1.29

Texas

Utah
Alt counties ......................-................................

Vermont
Al counties ...... ................................ .............

Virginia
All counties ....................

Washington
All counties . ......... ..................

West Virginia
Alt counties.....

Wisconsin
Adams .................... ..............
Ashland ..............................................
Barton ................. ..............
Bayr ild .................................... . ............... ......
Brown ........................... . ....
Buffet ........................ . . ....... ... .

Ca...n......... 1--.1Calument ........ .............. ................................................

Chippewa ... ................... .....
Clark ..........................................................
Columbia ............................. .....

Crawford .................................................... .........
Dane ........... ..................... ................ ......... .

Douglas .............................. . ..... ... -
Dunn ............. .......................... . ._,,
au Claim ..................... . . ..............Dunrn ............................ , ..... ................ ..... . --...

Ea d u a n ....................... .......................................Florence ............. ... .......... ............. .... .... ,-
Fond du La..... ..............................
Forest ............ .. . ...
Grant . ............ ........

n.. ... ......... . ...... ...
Green Lake......... .....-. -...- ..... ..

Jon .............. .....
Jackson ,..

Jefferson ................................. ......
Juneau ..................... . . ..............
Kenosha .... .....................................
Kewaunee ......................... ....
La Crosse
Lafayette ........... .. ,...
.andlade ...............................................
Lincoln ......................-................ .. ............ .
Manitowoc .......... . ... ..... -,,,-
Marathon ............................. . . .............
Marinette ................... ....... ,
Marquette .... . . ...... ..............
Menoninee . .......... .. 1."...- .....

Milwaukee ...... .......... ......... .-.....
Monroe ........... ................................. .. .... ....
O conto ................................................. .........................
Oneida .......... .......... . ....
Outagamie .................... ....... .......... .... ......
Ozaukee ... ......................................... ............ ,.11
Pepin ........... .... . . ..................

SL Croix ...................
Sauk ......................................... .....
Shawano . ........................................ ...... .oo,
Sheboygan ................ . . . ..............
Taylor .... ... . ....................
Ta rem o f a ............................ ..................................... ......
Trempes lea ........... ........ .........................
Vernon ............ ....... . . . ..
Vas ................................. ..............
Walworth .. . ................
W a shburn ................................................ ..............
Washington . . ........ . ................
Waukesha ............ . . .

Wauipaca . ............... .......... ... . ...

1.31

1,33

1.26

1.29

1.27

1.31

1,17
1,17
1,15
1,10

1.14
ilia
1.10
1,10

1116
1.17
1.18
1.17

1.10
1.14
1,1S
1.15
Ills1,16
116
tlgl
1.17
1.16,
1,17
'1,16
1.16

1.1G
1.11
1.17
1.19
Ilia1,10
1,10
1.17
1.17
1,10
1.17

-1.16
1,17

1,10
1,17
1,18

Ilic
I'll

1,14
1,14
1,14
1.17
1,17
1.19
1.10

1,10

1.14
1.18
1,10
1.17

1,171115

119

I10

1,14
L14

1.10
1.14
1.10

1,19Ills
1,tS

1119

Douglas....
Edmonds
Fall River
Faulk-....... ..
Grant_
Gregory..
Haakon....
Hamlin........
Hand.on.......... ....
Hanson.

He - ..................................Jackson ........... ... . . . . . ... ...
Jerauld .... . .... .... .. ...
Jones..... . . ....... . ... . .

Lincoln......

-McPhersonMelten.........................................

Mcooy ........................
PMingeon . ...........................P~erdsai.......................... ........

Roeae.... ...............................

Mhetnon.............................. :Mtaine.. .. ................ ...............................
Sulin. ..... ...................................

Toodr ........... ......................

hapnnn..._:..........................................

tunery..................... ........
ulot ...............................

Tobdt ..................... .....

Ta rip ................. . . . . . . . . ....
Turner ..... ...................................

spinkt: ......... ... .... ........ .. ... .........

Ziebach ...........
Wghl. State avg.............................................
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1980--Crop Oats Loan PurchaseRates-
Continued

Rate
per

Wisconsin
Waualhra S117
Wood 17

Wght State avg. 116
wyomkv

Al cotabs__- 1.23

In Aask. loan rates are for $&aNlamg A,..

(b) 1980-Crop Oats Schedule of
Premiums and Discounts:

1. Premiums: I
Grade US. No. 1. cents per bushel: +2; Grade

US. No. 2. cents per bushel: +1.
Test Weight: Heavy, cents per bushel: +1:

Extra Heavy, cents per bushel: +2.

2. Discounts:

Grade US. No. 4 on the factor of test weight
only but otherwise US. No. 3 or better.
cents per bushel: -3; Slightly weathered.
cents per bushel: -5. Materially weathered
and badly stained, cents per bushel: -10;
Garlicky, cents per bushel: -3; Weed
control discount [where required by
§ 1421.24). cents per bushel: -10.

3. Other. Oats with quality factors
exceeding limits shown in foregoing
schedule or oats that (1) contains in
excess of 14 percent moisture. [2) is
weevily. [3) is musty, or (4) is sour, shall
not be eligible for loan. In the event
quantities of oats exceeding limits
shown are delivered in satisfaction of
loan obligations, such quantifies will be
discounted on the basis of the schedule
of discounts as provided by the Kansas
City Commodity Office for settlement.
purposes. Such discounts will be
established not later than the time
delivery of oats to CCC begins and will
thereafter be adjusted from time to time
as CCC determines appropriate to
reflect changes in market conditions.
Producers may obtain schedule of such
factors and discounts at county ASCS
offices approximately one month prior
to the loan maturity date.

Signed at Washington. D.C., on October 24,
1980.

Ray Fitzgerald,
Executive Vice President. Commodity Credit
Corporation.
[FR Doi- 5-,796 Filed 10o-8 &45 Aj
BILUNG COOE 3410-05-1-

1 Premimms shall not applicable to badly stained
or materially weathered oats.

2No discount if oats are otherwise U.S. No. 2.

7 CFR Part 1421

[CCC Grain Price Support Regulations,
1979-Crop Corn Supp. AmdLt1]

1979-Crop Corn Loan and Purchase
Program; Correction

AGENCY: Commodity Credit Corporation.
USDA.
ACTION: Final rule; correction.

SUMMARY: This document corrects the
regulation relating to the 1979 Crop Corn
Loan and Purchase Program published
at 45 FR 55144. August 19.1980.

FOR FURTHER INFORMATION CONTACT:.
Thomas Fink. ASCS. telephone (202)
447-7923.

SUPPLEMENTARY INFORMATION. FR Doc.
80-25141 appearing at pages 55144-55149
in the Federal Register issue of Tuesday,
August 19, 1980. was corrected by FR
DOC 80-29131 at page 62788 in the issue
of September 22. 1980, to add a basic
county loan and purchase rate of "$1.79"
for Sanborn, South Dakota. That figure
should have read -$1.97". Therefore at
45 FR 55148, third column under South
Dakota, insert in alphabetical order
"Sanborn-.97".

Signed at Washington. D.C.. on October 24.
1980.

Ray Fitzgerald,
Executive 1'ce President, Commnodit4 Credit
Corporation.
[Fit Dc, 110.11MM5 Vid 10-30-W6 85' um
BILLING CODE 3410-05-M

Food Safety and Quality Service

7 CFR Part 2851

United States Standards for Grades of
Florida Grapefruit, Tangerines,
Oranges, and Tangelos

AGENCY. Food Safety and Quality
Service. USDA.
ACTION. Final rule.

SUMMARY: This rule revises the U.S.
grade standards for Florida grapefruit.
tangerines, oranges and tangelos. These
standards are being revised at the
request of the Florida Citrus Packers
(FCP), a nonprofit cooperative
association representing nearly all of the
Florida citrus growers and packers. with
the support of the Florida Citrus
Commission (FCC). the State-supported
body which administers the Florida
Citrus Marketing program. This action
will provide the Florida citrus industry
with standards that are in line with
current cultural and marketing practices.
EFFECTIVE DATE: December 1.198W.

FOR FURTHER IflFORMATION CONTACT.*

Donald T. Paradis. Fresh Products
Branch. Fruit and Vegetable Quality
Division. Food Safety and Quality
Service. US. Department of Agriculture.
Washington. DC 20250. (202) 447-2188.
The Final Impact Analysis describing
the options considered in developing
this final rule and the impact of
implementing each option is available
on request from the above-named
individual.
SUPPLEMENTARY INFORMATION:

Significance

This final action has been reviewed
under USDA procedures established in
Secretary's Memorandum 1955 to
implement Executive Order 12044. and
has been classified "not significant".

Background

The last major revision of.the U.S.
standards for grades of Florida
grapefruit tangerines, oranges and
tangelos became effective October 15,
1907. with subsequent amendment
adopted on February 13,1968. and
January 31,1973. Since these grade
standards were issued. serveral changes
in cultural and marketing practices have
occurred. Certain cultural practices have
caused the elongation of many fruit.
This elongation of the fruit has made it
virtually impossible for industry, with its
present sizing equipment, to size fruit in
accordance with the minimum or
minimum and maximum diameter
requirements of the current US. grade
standards. Also, as a result of the
extensive use of automated equipment
in packaging fruit, as opposed to hand
packing. the pack requirements of the
current standards are difficult, if not
impossible, to apply..

The US. standards for grades of
Florida citrus are used as a basis for
Florida's Federal Marketing Order
which establishes the quality and size of
fresh fruit permitted to be shipped in
interstate commerce. Representatives of
industry (FCP) requested that the
standards be revised to accommodate
recent changes in industry cultural and
marketing practices.

The Department believes that this
action will provide the Florida citrus
industry with standards that will
accommodate the recent changes in
cultural and marketing practices. Also, it
will fulfill USDA's responsibility to
provide the industry with applicable
voluntary standards that are useful in
the promotion of efficient, uniform
industry marketing practices as required
by the Agricultural Marketing Act of
1946.

This final rule:

T72W9
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(1) Replaces the "Standard Pack"
section with a "Size and Pack" section
in each of the grade standards;

(2] Places emphasis on uniformity of
size by instituting ranges in diameter for
each pack size for grapefruit, tangerines,
oranges and tangelos;

(3] Provides for lot variances
compatible with the method of packing
by eslablishing tolerances for containers
that fail to meet the requirements of size
and pack.

(4) Removes subjective description of
scorable scars;

(5) Defines "Discoloration" to include
smooth and fairly smooth superficial
scars;

(6) Allows grapefruit to have sprouted
seeds if the sprouts are not of green
color; and,

(7) Adds metric equivalents to specific
measurements in terms of liquid, inches,
or fractions of inches in each of the
standards.

The Proposal

On February 8, 1980, a proposal to
amend the U.S. standards for grades of
Florida grapefruit, tangerines, oranges,
ahd tangelos was published in the
Federal Register (45 FR 8637-8654]. The
Department received 13 comments in
response to the proposal. A number of
comments received stressed the need for
citrus standards that are compatible and
in line with current cultural and -
marketing practices. The principal
comment was submitted by the Florida
Citrus Packers (FCP), a cooperative
association, representing 90 percent of
Florida's fresh citrus growers and
packers, requesting the following
additions to the proposed revisions:

(a) Tangerines whose diameter is
larger than "100 size" be'assigned pack
arrangements as well as a range in
diamoter;

(b) Expand size range for tangelos
only; and,

(c) Increase the lot variance for
"volume-filled" packages that fail to
meet size and pack requirements.

The remaining comments supported
the proposal with some specifically
endorsing the FCP comments. The
additions suggested by FCP were
evaluated and considered to be
reasonable and appropriate. Therefore,
the following suggested additions are
included in this action: "

(a) Tangerines whose diameter is
larger than 100 size (not provided for in
present standards) are assigned pack
arrangements as well as a range in
diameter in inches. During the 1978-1979
season, a total of 200,000 4/5 bushel
cartons (10% of total tangerines packed]
larger than 100 size were certified for
shipment. This amount justifies the _

establishment of pack arrangements and
diameter range to ensure a reasonable
degree of uniformity and control. The
range in diameter for tangerine sizes 64,
66 and 80 shall be 8V 6 of an inch,
consistent with the present range in
diameter for sizes 100 and 120.
Appropriate pack arrangements for -
these three sizes are also incorporated
in this action.

(b) Expand size range for tangelos
only. Although all tangelos and K-Early
citrus fruits are covered by the U.S.
Standards for Grades of Oranges and
Tangelos, the different varietal shapes
of tangelos make sizing under the
orange size ranges very difficult, if not
impossible. In order to facilitate sizing
without sacrificing reasonable
consistency, providing that the pack
arrangements and fill requirements are
adhered to, the range in diameter for
,angelos only is expanded as follows:
For sizes 120 or 125 and smaller, by 2/6
of an inch, and for sizes larger than 120
to 125, by 1/6 of an. inch in diameter.

(c] Increase from 5 to 10 percent the
lot variance only for "volume-filled"

;packages that fail to meet size and pack
requirements. The current trend is
toward increased automation in the
preparatory marketing phases of fruit
sorting and packaging. However,
automation has increased the incidence
of container-to-container variation from
eslabli~hed "place-packed"
requirements.'As this factor can only be
regulated up to a point, industry has
justifiably requested that the lot
tolerance for variation for "volume-fill"
containers, i e., those mechanically filled
as opposed to hand-packed (place-
packed, be increased from the present 5
percent to 10 percent.

Copies of the proposed rule were
mailed to 40 supermarket chains
representing 23,000 retail outlets. No
comments were received from those
sources. Several industry newsletters
referenced the proposed rule for Florida
grapefruit, tangerines, oranges, and
tangelos. Also several press releases
and other supplemental materials were
developed for consumer organizations
and their representatives. No consumer
comments were received by the
Department from these sources.

Options Considered
Two options were considered in

developing this final rule.
Optiorf I-Revise the U.S. Standards

for Grades of Florida Grapefruit;
Tangerines, Oranges and Tangelos. The
usefulness of voluntary grade standards
depends, in large measure, upon
whether or not quality, size, or related
requirements are compatible with
biological and technological

developments in the industry. This
option would provide the Florida citrus
industry with standards that are in line
with current cultural and marketing
practices.

Option 11-Continue the currently
effective U.S. Standards for Grades of
Florida Grapefruit, Tangerines, Oranges
and Tangelos. Due to the citrus
industry's changing cultural and sizing
practices, the size requirements are no
longer practical to apply, To continue to
apply the current U.S. grade standards,
the Department would not fulfill Its
responsibility to provide the industry
with standards which encourage
uniformity and consistency in
commercial marketing practices.

Option I was selected as it will reduce
the number of rules now required under
the marketing order. Also, it will
facilitate the use of a single basis for
size and quality requirements under the
marketing order, and will not impose
any change in the quality or size of the
citrus fruit currently being packed and
marketed. The Florida citrus industry
would be the principal recipient of any
savings from the application of Option 1,
although potential savings from program
cost reductions would likely benefit
consumers. Option I is in line with
current grading procedures and will
promote uniformity in grade
interpretations and application by
industry and grading service personnel.

After consideration of all data, and
since no unfavorable information was
submitted, the United States Standards
for Grades of Florida Grapefruit (7 CFR
2851.750-2851.784), United States
Standards for Grades of Florida
Tangerines (7 CFR 2851,1810-2851.1835),
and United States Standards for Grades
of Florida Oranges and Tangelos (7 CFR
2851.1140-2851.1179) are revised and the
Table of Contents amended to read as
follows."

PART 2851-FRESH FRUITS,
VEGETABLES AND OTHER' 2

PRODUCTS (INSPECTION,
CERTIFICATION, AND STANDARDS)

Subpart-UnIted States Standards for
Grades of Florida Grapefruit
Grades

Sec.
2851.750 U.S. Fdncy.
2851.751 U.S. No. 1.
2851.752 U.S. No. 1 Bright.

'Among such other products tre the following:
Raw nuts. Christmas trees and evergreens: flowera
and flower bulbs: and onion sets.

'None of the requirements In the regulatlons'or
this part shall excuse failure to comply with any
Federal. State. county, or municipal laws applicabl
to products covered in the regulations In this part.
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2851.753 U.S. No.'1 Golden.
2851.754 U.S. No. 1 Bronze.
2851.755 U.S. No. 1 Russet
2851.756 U.S. No. 2.
2851.757 U.S. No. 2 Bright
2851.758 U.S. No. 2 Russet
2851.759 U.S. No. 3.

Unclassified

2851.760 Unclassified.

Tolerances

2851.761 Tolerances.

Size and Pack

2851.762 Size and pack.

Definitions

2851.763 Similar varietal characteristics.
2851.764 Well colored.
2851.765 Firm.
2851.766 Well formed.
2851.767 Mature.
2851.768 Smooth texture.
2851.769 Injury.
2851.770 Discoloration.
2851.771 Fairly well colored.
2851.-72 Fairly smooth texture.
2851.773 Damage.
2851.774 Fairly firm.
2851.775 Slightly misshapen.
2851.776 Slightly rough texture.
2851.777 Serious damage.
2851.778 Slightly colored.
2851.779 Misshapen.
2851.780 Slightly spongy.
2851.781 Very serious damage.
2851.782 Diameter.
2851.783 Classification of defects.

Visual Aid

2851.784 Visual aid.

Subpart-United States Standards for

Grades of Florida Oranges and Tangelos

General

2851.1140 General.

Grades
2851.1141
2851.1142
2851-1143
2851.1144
2851.1145
2851.1146
2851.1147
2851.1148
2851.1149
2851.1150

U.S. Fancy.
U.S. No. 1 Bright.
U.S. No. 1.
U.S. No. 1 Golden.
U.S. No. 1 Bronze.
U.S. No. 1 Russet
U.S. No. 2 Bright.
U.S. No. 2.
U.S. No. 2 Russet.
U.S. No. 3.

Unclassified

2851.1151 Unclassified.

Tolerances

2851.1152 Tolerances.

Size and Pack

2851.1153 Size and pack

Definitions

2851.1154 Similar varietal characteristics.
2851.1155 Well colored.
2851.1158 Firm.
2851.1157 Well formed.
2851.1158 Mature.
2851.1159 Smooth texture.

2851.1160
2851.1151
2851.1162
2851.1163
2851.1164
2851.1165
2851.1166
2851.1167
2851.1168
2851.1109

851.1170
2851.1171
2851.1172
2851.1173
2851.1174

Injury.
Discoloration.
Fairly smooth texture.
Damage.
Fairly well colored.
Reasonably well colored-
Fairly firm.
Slightly misshapen.
Slghtly rough texture.
Serious damage.
Misshapen.
Slightly spongy.
Very serious damage,
Diamete.
Classification of defects.

Standards for Internal Quality of Common
Sweet Oranges (Citrus Sinenis (L) Osbeck)

28511175 U.S. Grade AA juice (Double A).
2851.1176 U.S. Grade A Juice.
2851.1177 Maximum anhydrous citric acid

permissible for corresponding total
soluble solids.

2851.1178 Methods of juice extriction.

Visual Aid

2851.1179 Visual aid.

Subpart-United States Standards for

Grades of Florida Tangerines

Grades

2851.1810
2851.1811
2851.1812
2851.1813
2851.1814
2851.1815
2851.1816

U.S. Fancy.
U.S. No. 1.
U.S. No. 1 Bronze.
U.S. No. 1 Russet
U.S. No. 2.
U.S. No. 2 Russet
U.S. No. 3.

Unclassified
2851.1817 Unclassified.

Tolerances

2851.1818 Tolerances.

Size and Pack

2851.1819 Size and pack.

Definitions
2,?851.1820
=851.1821

2851.1822
2851.1823
2851.1824
2851.1825
2851.1828
28511827
2851.1828
2851.182
2851.1830
2851.1831
2851.1832
2851.1833
2851.1834

Mature.
Firm.
Well formed.
Damage.
Highly colored.
Discoloration
Well colored.
Fairly well colored.
Fairly firm.
Fairly well forned
Serious damage.
Reasonably well colored.
Very serious damage.
Diameter.
Classification of defects,

Visual Aid
2851.1835 Visual aid.

Subpart-United States Standards for
Grades of Florida Grapefruit'

Grades

§ 2851.750 U.S. Fancy.
"U.S. Fancy" consists of grapefruit

which meet the following requirements:
(a) Basic requirements:
(1) Discoloration;
(i) Not more than one-tenth of the

surface, in the aggregate, may be
affected by discoloration. (See
§ 2851.770.)

(2) Firm;
(3) Mature;
(4) Similar varietal characteristics;
(5) Smooth texture;
(6) Well colored; and,
(7) Well formed.
(b) Free from:
(1) Ammoniation:
(2) Bruises:
(3) Buckskin:
(4) Caked melanose;
(5) Cuts not healed;
(6) Decay;
(7) Growth cracks;
(8) Scab;
(9] Sprayburn; and.
(10) Wormy fruit.
(c) Free from injury caused by:
(1) Green spots;
(2) Oil Spots;
(3) Scale;
(4) Scars
(5) Skin breakdown: and.
(6) Thom scratches.
(d) Free from damage caused by:
(1) Dirt or other foreign material:
(2) Disease;
(3) Dryness or mushy condition:
(4) Hail;
(5) Insects;
(6) Sprouting-
(7) Sunburn: and.
(8) Other means.
(e) For tolerances see § 285L761.

§2851.751 U.S. No. 1

"U.S. No. 1" consists of grapefruit
which meet the following requirements:

(a) Basic requirements:
(1) Discoloration:
(i) Not more than one-third of the

surface, in the aggregate. may be
affected by discoloration. (See
§ 2851.770.)

(2) Fairly smooth texture;
(3) Fairly well colorec
(4) Firm:
(5) Mature;
(6) Similar varietal characteristics;

and.

I C rpl.tunce with the provisions of t*"s
o, si'l jrd3 shall not excue failure to comply 1ith
rhe pzot tsions of the Federal Food. Dt..i z.nd
C),m-hc Act. or vtth applimb!e S:afe Law and
Ii i-us.dt,

72OMf
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(7) Well formed.
(b) Free from:
(1) Bruises;
(2) Cuts not healed;
(3) Decay;
(4) Growth crack; and,
(5) Wormy fruit.
(c)'Free from damage caused by:
(1) Ammoniation;'
(2) Buckskin;
(3) Caked melanose;
(4) Dirt or other foreign material;
(5) Disease;
(6) Dryness or mushy condition;
(7) Green spots;
(8) Hail;
(9) Insects;
(10) Oil spots;
(11) Scab;
(12) Scale;
(13) Scars;
(14) Skin breakdown;
(15) Sprayburn;
(16), Sprouting;
(17) Sunburn;
(18) Thorn scratches; and,
(19) Other means.,
(d) For tolerances see § 2851.761.

§2851.752 U.S. No. 1 Bright
The requirements for this grade are

the same as for U.S. No. 1 except that no
fruit may have more than one-fifth of its
surface, in the aggregate, affected by
discoloration.

(a) For tolerances see § 2851.761.

§ 2851.753 .U.S. No. 1 Golden.

The requirements for this grade are
the same as for U.S. No. 1 except that
not more than the numbeit of fruits
permitted in § 2851.761, Tables I and II,
shall have more than one-third of their
surface, in the aggregate, affected by
discoloration.

(a) For tolerances see § 2851.761.

§ 2851.754 U.S. No. 1 Bronze.
The requirements for this grade are

the same as for U.S. No. 1 except that all
fruit must show some discoloration. Not
less than the number of fruits required in
§ 2851.761, Tables I and II, shall have
more than one-third of their surface, in
the aggregate, affected by discoloration.
The predominating discoloration on
these fruits shall be of rust mite type.

(a) For tolerances see § 2851.761.

§ 2851.755 U.S. Nd. 1 Russet
The requirements for this grade ar4

the same as for U.S. No. 1 except that
not less than the number of fruits

required in § 2851.761, Tables I and II,
shall have more than one-third of their
surface, in theaggregate, affected by
any type of discoloration.

(a) For tolerances see § 2851.761.
§ 2851.756 U.S. No. 2

"U.S. No. 2" consists of grapefruit
which meet the following requirements'

(a) Basic requirements:
(1) Discoloration;
(i) Not more than one-half of the

surface, in the aggregate, may be
affected by discoloration. (See
§ 2851.770.)

(2) Fairly firm;
(3) Mature;
(4). Similar varietal characteristics;
(5) Slightly colored;
(61 Not more than slightly misshapen;

and,
(7) Not more than slightly rough

texture.
(b) Free from:
(1) Bruises;
(2) Cuts not healed;
(3) Decay;
(4) Growth cracks; and,
(5) Wormy fruit.
(c) Free frbm serious damage caused

by: "
(1) Ammoniation;
(2) Buckskin;
(3) Caked melanose;
(4) Dirt or other foreign material;
(5) Disease;
(6) Dryness or mushy condition;
(7) Green spots;
(8) Hail;
(9) Insects;
(10) Oil spots;
(11) Scab;
(12) Scale;
(13) Scars;
(14) Skin breakdown;
(15) Sprayburn;
(16) Sprouting;
(17) Sunburn;
(18) Thom scratches; and,
(19) Other means.
(d) For tolerances see § 2851.761.

§ 2851.757 U.S. No. 2 BrlghL
The requirements for this grade are

the same as for U.S. No. 2 except that no
fruit may have more than one-fifth of its
surface, in the aggregate, affected by
discoloration:

(a) For tolerances see § 2851.761.

§ 2851.758 U.S. No. 2 Russet.
The requirements for'this grade are

the same as for U.S. No. 2 except that
not less than the number of fruits
required in § 2851.761, Tables I and II,
shall have more than-one-half of their

surface, in the aggregate, affected by
discoloration.

(a) For tolerances see § 2851.761.

§ 2851.759 U.S. No. 3.
"U.S. No. 3" consists of grapefruit

which meet the following requirements:
(a) Basic requirements:
(1) Mature;
(2) Misshapen;,
(3) Poorly colored
(i) Not more than 25 percent of the

surface may be of a solid dark green
color.

(4) Rough texture, not seriously
bumpy;

(5) Similar varietal characteristics;
and

(6) Slightly spongy.
(b) Free from:
(1) Cuts not healed;
(2) Decay' and,
(3) Wormy fruit.
(c) Free from very serious damage

caused by:
(1) Ammoniation;
(2) Bruises;
(3) Buckskin;
(4) Caked melanose;
(5) Disease;
(6) Dryness or mushy condition;
(7) Growth cracks;
(8) Hail;
(9) Insects;
(10) Scab;
(11) Scale;
(12) Scars;
(13) Skin breakdown;
(14) Sprayburn;
(15) Sprouting;
(16) Sunburn; and,
(17) Other means.
(d) For tolerances see § 2851.701,

Unclassified

§ 2851.760 Unclassified.
"Unclassified" consists of grapefruit

which have not been classified in
accordance with any of the foregoing
grades. The term "unclassified" is not agrade within the meaning of these

,standards but is provided as a
designation to show that no grade has
been applied to the lot.

Tolerances

§ 2851.761 Tolerances.
In. order to allow for variations

incident to proper grading and handling
in each of the foregoing grades, based
on sample inspection, the number of
defective or off-size specimens in the
individual sample, and the number of
defective or off-size specimens in the lot
shall be within the limitations specified
in Tables I and I.
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Table L--S V Poit Ifor I Through 40 SantWks

Number of 33-count saniks -;Ilwla e-O.,,
Factor Grades AL -

1 2 3 4 5 6 7 8 9 10 it 12 13 14 15 16 17 18 13 20

Acceptarce HNubeis (Ma, o~m poru;-tod)

Decay - US. fancy-
U.S. No. 1_ 1 0 0 0 1 1l 1 2 2 2 32 2 2 3 3 3 13 3 4 4 4
u.s. No. 2

U.S. No.3_ 1 1 1 11 I 2 2 2 3 3 13 3 4 4 4 ; 5 5 5 :'5 5
Wormy fnt. - AN 1 0 0 0 1 '1 1 2 2 2 12 2 2 3 3 3 3 3 4 4 4
Very seious U.S. fancy_____--..

damage

decay and
womyi ri.

U.S. No. 1 4 3 5 7 8 10 11 13 14 16 17 18 20 21 23 24 25 27 28 30 31
U.S. No. 2-

Total defects N ...... _ 5 5 9 12 16 19 22 25 28 31 34 37 43 44 46 43 52 55 S3 61 64

decay, wormy
fruit, and very

damage.
Off-size _ 7 5 9 12 18 19 22 25 28 31 34 37 40 44 46 43 52 55 E53 61 64
Discoloration_. U.S. No. 1

U.S. No. Ilbngh
U.S. No. 2 _ 7 5 9 12 16 19 22 25 28 31 34 37 40) 44 46 43 52 55 58 61 64
U.S. No. 2 rsghL.
U.S. No. 1 golden- 16 13 23 34 44 54 63 73 83 92 102 112 122 131 143 150 153 163 173 188 137

Acept&e umbers ' .Mo rqwftd)

U.S. No. 1 bronze 6 9 20 32 44 56 68 81 93 105 118 130 142 155 168 130 133 2C6 213 231 244
U.S& NO, I russet

U.S. No. 2 sse-. 0 2 4 8 11 14 18 21 25 28 32 36 3 43 47 50 53 57 61 64 68

Accoptance Numbers M (Maleta, p mttIe iO

Decay - U.S. faancy - - 6
U.S. No. 1 - 1 4 4 14 4 4 5 5 5 5 5 5 5 5 6 6 6 6 6 6 6
U.S. No 2-
U.S. No.3 1 5 6 6 6 6 6 7 7 7 7 7 a a 8 11 8 9 9 9 9

Wormy frit - AN 1 4 4 %4 4 4 5 5 5 5 5 .5 5 5 6 6 6 6 6 6 6
Very senous U.S. faricy ... ... ..... .

damage

decay and
wor-ny fruK. US. No. 1 - 4 32 34 35 36 38 39 '0 42 43 44 45 47 48 43 51 52 53 E4 E6 57

U.S. No. 2 -
- -3 11 .11 2Total defects AN ......... 5 67 70 73 76 79 82 84 87 90 93 96 99 -12 ItS 137 110 113 16 113 12

decay. wormy
frui. and very
seriou

damage.
Off-size_ 7 67 70 73 76 79 82 84 87 90 93 96 39 132 105 107 110 113 116 119 122
Dtscoloraon._U.S. No. 1

U.S. No. 1 bright-_. - -
U.S. No. 2 - 7 67 70 73 76 79 82 84 87 90 93 96 99 102 105 137 110 113 116 113 122
U.S. No. 2 bright-
U.S. No. 1 golden. 16 206 216 225 234 247 253 264 274 261 290 300 309 318 327 337 346 355 364 374 383

Acceptance Numbe (MWitivi raq.v.ed)

U.S. No.1 brozre. 6 256 269 282 294 307 320 3 345 358 371 383 396 4M0 422 435 447 460 473 436 4-,9
U.S. No. russet- --- ----
U.S. No. 2 russet- 0 72 76 80 64 88 92 96 99 103 107 110 114 118 122 126 130 134 12'7 4t 45

Sllppt, peolt o= osmd in thoe slmoed% w the p*We of or~g~o of the ,towew. m~ he podOC..Oe a," or vf peat of k - ' v fit, &ip stoes e oeso Ilp"e5 W in the cowe of s!' ;"'e"s f-a, s.4
ITe coneeaoovtl Urited Stoles, the pot of cotry eoo the utad Siatoe

2AL-Absolote rnt pernitted in to6vds- 33-cot smopt
Se.epe sie-33 voot.

'Acoepooce nurobee-Mojxm or m m ober of dfet.ve or fof-s t fNo ptetfttd.
s Pmfe.ed numbr of -o. iots for tils occeglo, i numb".
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Table IL.-En Route or at Destination

'eNumber of 33-count samples 2 (Florida grapefruit)
Factor Grades AL '

1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 18 17 18 19 20

Acceptance Numbers '(Maximum permitfled)

Decay ............. .. All 3 2 3 '4 5 6 7 8 9 10 11 12 13 413 14 15 16 17 18 4t 19
Wormy fruit ....... All ............. 1 0 0 0 1 41 1 2 2 2 42 2 2 3 3 3 43 3 4 4 4
Very serious - U.S. fancy ------................... .................. ..... ................................ .....................

damage other
than decay -.

and wormy
fruit.

U.S. No.1 ........... 4 3 5 7 8 10 11 13 14 16 . 17 18 20 21 23 24 25 27 28 30 31
S U.S. No. 2 ........... . . . . .. .. .... .. . . .............. ... .. ..... ........ . ... .................................. . ... ............ ........................ .._ . .

Total defects All..................... 5 5 9 12 16 19 22 25 28 31 34 37. 40 44 46 49 52 55 58 61 64
Including very
serious

damage other
than decay
and wormyfruit.

Off.size ........ .................... ... 7 5 9 12 16 19 22 25 28 31 34 37 40 44 46 49 52 55 58 61 64
Discoloration.... U.S. No. 1 ... . .. . . .... .. . .. . . .. . ..... . .. ......... .. . ..... .... ....... ........... .. ................... ............................ ......... ............ ......... .

U.S. No. 1 bright _ .... ....... ..... . ................ .......... ............ ............................ ............................. ...........

U.S. No. 2 .......... . 7 5 9 12 16 19 22 25 28 31 34 37 40 44- 46 49 52 55 58 61 64
,U.S. No. 2 bright-.- .... ................................................ .............
U.S. No. I golden..., 16 13 23 34 44 54 63 73 83 92 102 112 122 131 140 150 159 169 178 108 197

Acceptance Numbers 3 
(Minimum required)

U.S. No. I bronze. 6 9 20 32 44 56 68 81 93 105 118 130 142 155 168 180 193 206 218 231 244
U.S. No. I russet ..-.. .. .... ...... .............. ..........

U.S. No. 2 russet...... 0 2 4 8 11 14 18 21 25 28 32 36 39 43 47 50 53 57 61 64 88

'AL-Absolule limit permitted in individual 33-count sample.
'Sample size-33 count.
'Acceplance nmber-Maxmun or mlnmm number of detective or off-size frit perm tted.
'Preferred number of samples for ths acceptance number.

Size and Pack (c) When grapefruit is not place-
packed, the sizes and respective

§ 2851.762 Size and pack. -diameter ranges shown in paragraph (a)
(a) When grapefruit is place-packed in of this section shall apply; and the fruit

approved % bushel containers, 2 the size in each respective size shall, when
and count, pack and diameter range of place-packed in approved % bushel
the fruit shall be as follows: containers, 2 meet the respective pack

Table III arrangements and at point of origin meet
the requirements of "Well filled" as set

Diameter forth in paragraph (d] of this section.
Size and Count Pack Rows Layers rn in (d) At point of origin all containers in

ncs- which fruit is place-packed shall be
14'........ 2xI s. 3 ,%, "Well fi lle d ." 3
18 ............................ 2X2 3 3 wi- (e) Not more than the number of fruits
23 ..................... 3 x 2 3 3 '/1 : permitted in § 2851.761, Tables I and If,
27. ........ ........... 3x3 3 3 Sin
32 ............................ 4x3 -3 %. may fail to meet the diameter range
38 ......... 4x4 3 3 s ya requirements as specified in paragraph

40....... . .......... 4x5 3 3 MeSic r c
48 .................................. 3x3 4 4 7A, ( ) or (c) ofthis section.
56 .................................. 4 X 3 4 4 7/ e - (f) In order to allow for variations

................................... 4 x 4 4 4 Vie incident to proper packing, not -more

'Size 14 may be packed In a layer ack with 6frut in than 5 percent of the containers, if
the bottom layer. 2 fruit In the second Tayer. and 6 fruit in "place-packed," or not more than 10
the top layer. I percent of the containers, if "volume-

(b) The actual count and pack shall filled," in any lot may fail to meet the
not deviate from that shown in the count Qrpack arrangements, or at point
above table for each respective size of origin the requirements of "Well
exceot when a urotective tray or similar filled." 3
device which displaces one or more fruit
is placed in the container. In this event,
both the size and actual count shall be
shown on the container.

Definitions

§ 2851.763 Similarvarietal
characteristics;.-
- "Similar varietal characteristics"

means that the fruits in any container
are similar in color and shape.

§ 2851.764 Well colored.
"Well colored" means that the fruit Is

yellow in color with practically no trace
of green color.

§ 2851.765 Firm.
"Firm" means that the fruit is not soft,

or noticeably wilted or flaby, and the
skin is not spongy or puffy.

§ 2851.766 Well formed.
"Well formed" means that the fruit

has the shape characteristic of the
variety.

§ 2851.767 Mature.
"Mature" shall have the same

meaning currently assigned that term in
sections 601.16, 601.17, and 601.18 of the
Florida Citrus Code of 1949, as amended
(Chs. 28090 and 29760, Laws of Florida,
1953 and 1955), or as the definition of
such term may hereafter be amended.

§ 2851.768 Smooth texture.
"Smooth texture" means that the skin

is thin and smooth for the variety and
size of the fruit.

§ 2851.769 Injury.
"Approved % bushel containers are those "Injury" means any specific defect

containers currently defined in section 20-39.03(1) 3"Well filled" shall have the same meaning . described in § 2851.783, Table IV; or an
of the Official Rules Affecting The Horida Citrus currently assigned that term in section 20-39.11(2) pf equally objectionable variation of any
Industry, Pursuant to Chapter 601, Florida Statutes, Official Rules Affecting The Florida Citrus Industry,
or as the definition of such containers mayhereafter Pursuant to Chaiter 601. Florida Statutes, or as the one of these defects, any other defect, or
be amended. definition of such term may hereafter be amended. "any combination of defects, which
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slightly detracts from the appearance, or
the edible or marketing quality of the
fruit.

§ 2851.770 Discoloration.
"Discoloration" means russeting of a

light shade of golden brown caused by
rust mite or other means. Lighter shades
of discoloration caused by smooth or
fairly smooth superficial scars or other
means may be allowed on a greater
area, or darker shades may be allowed
on a lesser area, provided no
discoloration caused by speck-type
melanose or other means may detract
from the appearance of the fruit to a
greater extent than the shade and
amount of discoloration allowed in the
grade.

§ 2851.771 Fairly well colored.
"Fairly well colored" means that,

except for an aggregate area of green
color which does not exceed the area of
a circle 1 inch (25A mm) in diameter, the
yellow or orange color predominates
over the green col6r.

§ 2851.772 Fairly smooth texture.
"Fairly smooth texture" means that

the skin is fairly thin and not coarse for
the variety and size of the fruit.

§ 2851.773 Damage.

"Damage" means any specific defect
descrbed in § 2851.783, Table IV; or an
equally objectionable variation of any
one of these defects, any other defect, or
any combination of defects, which
materially detracts from the appearance,
or the edible or marketing quality of the
fruit.

§ 2851.774 Fairly firm.
"Fairly firm" means that the fruit may

be slightly soft, but not bruised, and the
skin is not spongy, or puffy.

§ 2851.775 Slightly mishapen.
"Slightly misshapen" means that the

fruit has fairly good shape characteristic
of the variety and is not more than
slightly elongated or pointed or
otherwise deformed.

§ 2851.776 Slightly rough texture.
"Slightly rough texture" means that

the skin may be slightly thick but not
excessively thick, materially ridged or
grooved.

§ 2851.777 Serious damage.
"Serious damage" means any specific

defect described in § 2851.783, Table IV:
or an equally objectionable variation of
any one of these defects, any other

defect, or any combination of defects,
which seriously detracts from the
appearance, or the edible or marketing
quality of the fruit.
§ 2851.778 Slightly colored.

"Slightly colored" means that except
for an aggregate area of gredn color
which does not exceed the area of a
circle 2 inches (50.8 mm) in diameter, the
fruit surface shows some yellow color.

§ 2851.779 Misshapen.
"Misshapen" means that the fruit is

decidedly elongated, pointed, or
flatsided.

§ 2851.780 Slightly spongy.
"Slightly spongy" means that the fruit

is puffy or slightly wilted but not flabby.

§ 2851.781 Very serious damage.
"Very serious damage" means any

specific defect described in § 2851.783,
Table IV; or an equally objectionable
variation of any one of these defects,
any other defect, or any combination of
defects, which very seriously detracts
from the appearance, or the edible or
marketing quality of the fruit.

§ 2851.782 Diameter.
"Diameter" means the greatest

dimension measured at right angles to a
line from stem to blossom end.

92851.783 Classification of defects.

Table IV

Factor uDaage Serous damage Vey s sdama,

ANot occung as Ight speck Scars we cracked or da". and aggre- Aggregating more than 25 peent
g9"g more than a crde 1 ich of the surface.
(25 4 m) in dameteBucksin .. ... Aggregatng ore then a ctrcl I *2g more than 25 prcent of A eWgatig more than 50 percent

inche (316 ra) i d,im eer the surfac of the surface.Caked melanose_ _ __g mor t,,en a crcie %, Aregng moe than a c rl k ich Aggregating moe tan 25 percent
ich (191 m) im twir 95 4 5mm) in dinater o the surface.

Dryness or mushy contion-. AtfecWat l 9 egmeft, more than AltnV AS segent more than %s Affocting all segrnents more tieran
-*ch (64 ram) atsensreorVfe incht (Z7mm) at9s"n o er, or th inch (19.1 rm) at stem end, or
eq-tabent of V- amount by eq-lnt of the arouWL by t eqrieawt of this armu't. by
vc,rw When occurring in Other vowne. when occurrng in other voklue, when occwrg in other
portin of the kut porb" of one tht. portions of t trx,Grew Spots More then slightly affecting appearan e More than 10 spots cased by More than 25 spots caused by scae.
scaie each pot equwalorn 1o the each spot dealent to t area o
are of aarcle % inch (U2n" acediae % inch (3~2 mm) xi close-
in dm t

HaA Not weal heeled or aggregabng more than a Not wall heate, or Aggregatig Not w eleldh or aggregauVigmo Not wen healed, or aggregaing
crcle % Kich (95 am) in drAKer morn than a crcle inch (l2 tan a acde 'a inch (159 twa in more than a c$*e 1 inch (25.4

mmn) in diamete demele mm) in diameler,
01 Spots - More than slightly affecting appearance .... Mome than 5tpots, or aggregating More ran 10 Spots, or aggreg"tn

more than a circle 7, inch (19,1 =90 then a cede I inch (2.4 r%"
=4) in diameter in diamete

Scab Mealauly detracts kim thei shape Seow detracts fronm the shape or Aggregalig more than 25 percent
or texture, or aggregag mone t , r agoregang more than a of the surface.
then acto% inCh (191 "olin cie % khhiM22Mvain deeerdeameter

Scale____ __ More than a few adlacent to the "button" at 1lc0 h aggatrng mo-e than a lotch agegag mor than a crde Aggregating more than 25 percent
ihe stem end, or more than 6 scattered on ocd I inch (19-1 amn) in IMch (254 Dm5) in dia m e., or cc- of the surfacI.
other portions of the frit. diameter or occurrng as a ring cung "s a ring more than a circle

more tha a1 cede I 4 inchee 14 inchea (36. mm) in damelor,(31, rAmm) . den*W
Scars Depressed. not smooth or detracts from Very d-p or vey rough Vry deep o very rough aggregating Very deep or vmry rough or unsgt

appearance more than the amount of aggregating rm ohmr a crcle %' more than a circle 1 kich (25,4 r"t that appearance ar very seriously
discoloration permtted in the grade. inch (127 "v in 6&v~e.e deep in dw~onet deep or rough agwe- affected

or rough aggregatg mor than a gabi more thenS5 percent of frut
cre I ftuh (25 4n=4 in -u14e sigh depth or aigWi
dwtr sg4 h rough or of rough aggregaing more than 15
sight depth aggregatng imoe percent of kt sur. c
than 1 operentOf MA surfe,

72narz
0 Q F
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Table IV -Continued

"Faclor Injury Damage Serious damage Very serious damage

Skin breakdown .......... Aggiregating more than a circle % Aggregating more than a circle Aggregating more than 25 percent
inch (9.5 mm) in diameter. Inch (15.9 ram) in diameter. of the surface.

Spryburn. ... ......... .......... ........ Aggregating more than a circle 3/ Hard and aggregating more than a Aggregating more than 215 porc0tl
nch (19.1 rm) in diameter. circle 1 V2 inches (38.1 mm) in diam- of the surface.

eter. I
Sprouting More than 6 seeds have green More than 6 seeds have green More 'than 6 seeds havO green

sprouts, or more than 1 green sprouts, or more than 1, green sprouts, o more than I gron
sprout is more than 4 Inch (6.4 sprout is mere than / Inch (12.7 sprout Is more than V4 Inch (1t,1

-mm) in length. mm) in length. mm) In length.
Sunburn ............................................................ . .............. ............ .............. Skin is flattened, dry, darkened, or Skin is hard and affects more than Aggregating more than 60 porcdnl

hard and the affected area one-third of the surface. of the surface,
exceeds 25 percent of the
surface.

Thom scratches.;-- Not well healed, or more unsightly than Not well healed, or hard Not well healed, or hard concentrated Aggregating more than 25 percent
discoloration permitted in the grade. concentrated them injury thorn injury aggregating more than of the surface,

aggregating more than a circle a circle Me Inch (22.2 mm) in d4ame-
inch (19.1 mm) in diameter. ter.

NoTE--Reerencbs to area or aggregate area, or length are based on a 36 size grapefrulit

Visual Aid

§ 2851.784 Visual'Aid.-
(a) USDA Visual Aid CIT-(FL)-L-1,

consists of a booklet containing color
reproductions of Florida grapefruit
illustrating certain grade requirements,
namely color,.shape, varietal
characteristics, discoloration, and othet
defects as set forth in these standards.
This visual aid may be examined in the
Fruit and Vegetable Quality Division,
FSQS, U.S. Department of Agriculture,
South Building, Washington, D.C. 20250
in any field office of the Fresh Fruit anc
Vegetable Inspection Service; or upon
request of any authorized inspector of
such service. Duplicates of this visual
aid may be purchased from the John
Henry Co., Post Office box 17099,
Lansing, MI 48901.

Subpart-United States Standards fo
Grades of Florida Oranges and
Tangelos t

General

§ 2851.1140 General.
The standards contained in this

subpart apply only to the common or
sweet orange group and varieties and
hybrids of varieties belonging to the
Mandarin group, except tangerines, anc
to the citrus fruit commonly known as
"tangelo"-a hybrid between tangerine
or mandarin orange (citrus reticulata]
with either the grapefruit orpomelo (C.
paradisi and C. grandis]. Separate U.S.
Standards apply to tangerines. The
standards for internal-quality containec
in § § 2851.1175 through 2851.1178 apply
only to common sweet oranges (citrus
sinensis (L) Osbeck].

' Compliance with the provisions of these
standards shall not excuse failure to comply with
the provisions 6f the Federal Food, Drug and
Cosmetic Act, or with applicable State laws and
regula[ions.

Grades

§ 2851.1141 U.S. Fancy.
"U.S. Fancy" consists of oranges

which meet the following requirements:
(a] Basic requirements:
(1) Discoloration;
(i] Not more than one-tenth of the

surface, in the aggregate, may be
affected by discoloration. (See
§ 2851.1161.3

(2) Firm;
(3) Mature;
(4] Similar varietal characteristics;
(5] Smooth texture;
(6) Well colored; and,
(7] Well formed.
(b) Free from:
(1) Ammoniation;
(2) Bruises;
(3) Buckskin;
(4] Caked melanose;
(5) Creasing;
(6) Cuts not healed;
(7) Decay;
(8] Growth cracks;
(9) Scab;
(10) Split navels;
(11) Sprayburn;
(12] Undeveloped segments; and,
(13) Wormy fruit.
(c) Free from injury caused by:
(1) Green spots;

- (2) Oil spots; • I
(3) Rough, wide or protruding'navels;
(4) Scale;
(5] Scars;
(6] Skin breakdown; and,

- (7] Thorn scratches.
(d) Free from damage caused by:
(1) Dirt or other foreign material;
(2] Disease;
(3] Dryness on mushy condition;
(4] Hail;
(5) Insects;
(6] Riciness or woodiness;
(7) Sunburn; and,
(8) Other means.
(e) For tolerances see § 2851.1152.
(f) Internal quality:

(1) Lots meeting the internal
requirements for "U.S. Grade AA Juice
(Double A)" or-"U.S. Grade A Juice"
may be so specified in connection with
the grade. (See § § 2851.1175-2851.1178.)
§ 2851.1142 U.S. No. 1 Bright.

The requirements for this grade are
the same as for U.S. No. I except that no
fruit may have more than one-fifth of its
surface, in the aggregate, affected by
discoloration.

(a)*For tolerances see § 2851.1152.
(b) Internal quality:
(1) Lots meeting the Internal

requirements for "U.S. Grade AA Juice
(Double A)" or "U.S. Grade A Juice"
may be so specified in connection with
-the grade. (See §§ 2851.1175-2851.1178,)
§ 2851.1143 U.S. No. 1.

"U.S. No. 1" consists of oranges which
meet the following requirements: -

(a) Basic requirements:
(1) Color;
(i) Early hnd midseason varieties shall

be fairly well colored.
(ii) For Valencia and other late

varieties, not less than go percent, by
count, shall be fairly well colored and
the remainder reasonably well polored,

(2) Discoloration:
(i] Not more than one-third of the

surface, in the aggregate, may be
affected by discoloration. (See
§ 2851.1161.)

(3) Fairly smooth texture;
(4] Firm;
(5] Mature;
(6] Similar varietal characteristics;

and,
(7] Well formed.
(b] Free from:
(1] Cuts not healed;
(2] Bruises;
(3) Decay;
(4) Growth cracks; and,
(5) Wormy fruit.
(c) Free from damage c~used by:
(1) Ammoniation;
(2) Buckskin; •
(3] Caked melanose;

Creasing;
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(5) iDirtior other foreign material;
(6) Ilisease:
(7) Dryness or mushy condition:
(8) Green spots;
19) Hait
(10) Insects;
(11) Oil spots;
(12) Riciness or woodiness;
(13) Scab:
(14) Scale;
(15) Scars:
(16) Skin breakdown;
(17) Split, rough or protruding navels;
(16) Sprayburn;
(19) Sunburn;
(20) Thorn scratches; and,
(21) Other means.
(d) For tolerances see § 2851.1152.
fe) Internal quality-
(1) Lots meeting the internal

requirements for "U.S. Grade AA Juice
(Double A)" or "U.S. Grade A Juice"
may be so specified in connection with
the grade. (See §§ 2851.1175-2851.1178.)

§ 2851.1144 U.S. No. 1 Golden.
The requirements for this grade are

the same as for U.S. No. 1 except that
not more than the number of fruits
permitted in § 2851.1152, Tables I and IL
shall have mere than one-third of their
surface, in the aggregate, affected by
discoloration.

[a) For tolerances see § 2851.1152.
(b) Internal quality:
(1) Lots meeting the internal

requirements for "U.S. Grade AA Juice
(Double A)" or "U.S. Grade A juice"
may be so specified in connection with
the grade. (See §§ 2851.1175-2851.1178.)

§ 2851.1145 U.S. No. 1 Bronze.
The requirements for this grade are

the same as for U.S. No. 1 except that all
fruit must show some discoloration. Not
less than the number of fruits required in
§ 2851.1152, Tables I and 11, shall have
more than one-third of their surface, in
the aggnegate, affected by discoloration.
The predominating discoloration on
these fruits shall be of rust mite type.

(a) For tolerances see § 2851.1152.
(b) Internal quality:
(1) Lots meeting the internal

requirements for "U.S. Grade AA Juice
(Double A)" or "U.S. Grade A Juice"
may be so specified in connection with
the grade. (See H 2851.1175-2851.1178.)

§ 2851.1146 U.S. No. 1 Russet
The requirements for this grade are

the same as for U.S. No. 1 except that
not less than the number of fruits
required in § 2851.1152, Tables I and 1I,
shall have more than one-third of their
surface, in the aggregate, affected by
any type of discoloration.

(a) For tolerances see § 2851.1152.
(b) Internal quality:

(1) Lots meeting the internal
requiarnents for "U.S. Grade AA Juice
(Double A)" or "U.S. Grade A Juice"
may be so specified in connection with
the grade. (See §§ 2851.1175-2851.1178.)

§2851.1147 U.S. No.2,Bdght.

The requirements for this grade are
the same as for U.S. No. 2 except that no
fruit may have more than one-fifth of its
surface, in the aggregate. affected by
discoloration.

(a) For tolerances see § 285L1152.
(b) Internal quality:
(1) Lots meeting the internal

requirements for "U.S. Grade AA Juice
[Double A)" or "U.S. Grade A Juice7
may be so specified in connection with
the grade. (See § § 2851.1175-2851.1178.)

§ 2851.1148 U.S. No. 2.
"U.S. No. 2" consists of oranges which

meet the following requirements:
(a) Basic requirements:
(1) Discoloration;
(i) Not more than one-half of the

surface, in the aggregate. may be
affected by discoloration. (See
§ 2851.1161.)

(2) Fairly firm;
13] Mature:
(4) Reasonably well colored:
(5) Similar varietal characteristics-
(6) Not more than slightly misshapen:

and.
(7) Not more then slightly rough

texture.
(b) Free from:
(1) Bruises,
(2) Cuts not healed;
(3) Decay:
14) Growth cracks: and,
(5) Wormy fruit.
(c) Free from serious damage caused

by:
{1) Ammoniation:
(2) Buckskin:
(3) Caked melanose:
(4) Creasing;
(5) Dirt or other foreign material:
(6) Disease:
(7) Dryness or mushy condition:
(8) Green spots;
(9) Hail:
(10) Insects:
(11) Oil spots;
(12) Riciness or woodiness:
(13] Scab;
(14) Scale;
(15) Scars:
(16) Skin breakdown:
(17) Split, rough or protruding navels;
(18) Sprayburn;
(19) Sunburn:
(20) Thorn scratches: and.
(21) Other means.
(d) For tolerances see § 2851.1152.
(e) Internal quality:
(1) Lots meeting the internal

requirements for "U.S. Grade AA Juice

(Double A)" or "U.S. Grade A Juice"
may be so specified in connection with
the grade. (See §§ 2851.1175-2851.1178.]

§ 2851.1149 US. No.2 RusseL

The requirements for this grade are
the same as for U.S. No. 2 except that
not less than the number of fruits
required in § 2851.1152, Tables I and II.
shall have more than one-half of their
surface, in the aggregate, affected by
discoloration.

(a] For tolerances see § 2851.1152.
(b) Internal quality:
(1] Lots meeting the internal

requirements for "U.S. Grade AA Juice
(Double A)" or "US. Grade A Juice"
may be so specified in connection with
the grade. (See §§ 2851.1175-2851.1178.)
§2851.1150 U.S. No. 3.

"U.S. No. 3" consists of oranges wiich

meet the following requirements:
(a) Basic requirements:
(I) Mature:
(2) Misshapen:
(3) Poorly colored:
(i) Not more than 25 percent of the

surface may be of a solid dark green
color.

(4] Rough texture, not seriously lumpy;
(5) Similar varietal characteristics

and.
(6] Slightly spongy.
(b} Free from:
(1) Cuts not healed;
(2) Decay, and.
(3) Wormy fruit.
(c) Free from very serious damage

caused by:
(1) Ammoniation:
(2) Bruises:
(3] Buckskin:
(4] Caked melanose;
(5] Creasing:
(6) Disease:
(7) Dryness or mushy condition:
(8) Growth cracks;
(9) Hail:
(10) Insects:
(11) Riciness or Woodiness:
(12) Scab:
(13) Scale:
(14] Scars;
(15) Skin breakdown:
(16 Split navels;
(17) Sprayburn:
(18) Sunburn: and.
(19) Other means.
(d) For tolerances see § 2851.1152
(e) Internal quality:
(1) Lots meeting the internal

requirements for "U.S. Grade AA Juice
(Double A)" or "U.S. Grade A Juice"
may be so specified in connection with
the grade. (See §§ 2851.1175-2851.1178.)

Rederal Regislbr / VOL 45, On. Y13 J Friday. October 31. mo J Rukes and Regulations
727.,9
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Unclassified standards but is provided as a in each of the foregoing grades, based
designation to show that no grade has on sample inspection, the number of

§ 2851.1151 Unclassified. been applied to the lot. defective-or off-size specimens In the
"Unclassified" consists of oranges or T aindividual sample, and the number of

tangelos which have not been classified Tolerances defective or off-size specimens in the lot
in accordance with any of the foregoing § 2851.1152 Tolerances. shall be within the limitations specifld
grades. The term "unclassified" is not a In order to allow for variations in Tables I and II.
grade within the meaning of these incident to proper grading and handling

Table i.-Shipping Point I for 1 Through 40 Samples

Number of 50-count samples 3(Florda oranges, langelos)
Factor Grades ALI

S1 2 3 4 5 6 7 8 9 10 11 12 13 14- 15 16 17 10 19 20

Acceptance Numbers '(Maxirfvum Permitted)

Decay .......... ... .. U.S, fancy._ _._ ...... ......... .......

U.S. No. 1 .............. 1- 0 1 31 1 2 12 2 3 3 3 53* 3 4 4 54 4 5 5 5 5
U.S, No-2 ....... ... ........................................................ ......
U.S, No. 3 .......... . 2 0 1 2 32 2 53 3 4 4 -4 5 5 55 6 6 s6 8 7 7 '7

Wormy fruit All .... ........ 1 0- 1 $1 1 2 32 2 3' 3 3 13 3 4 4 54 4 5 5 5 5
Very serious " U.S, fancy .............. --- - ........................... ... .. . .......

damage
Including
decay and
wormy fruiL

U.S, No.1............. 6 4 6 9 11 14 16 18 20 22 24 26 28 30 33 35 37 39 41 43 45

Total defeqts All 8 7 12 17 22 27 32 36 41 45 50 54 59 63 68 72 76 81 85 90 94
Including
decay, wormy
fruit, and very
sorious
damage.

Off-size ... .. .. ..................... 10 7 12 17 22 27 32' 36 41 45 50 54 59 63 68 72 76 81 89 90 94
Discoloration.U.S. No. 1 . ................. .-...... ...I~........ .. .. ...................

U.S. No. 1 bright .... ............. ............ .......... . ...... ........................................................................ ......
U.S. No. 2 ................. 10 7 12 17 22 27 -32 36 41 45 50 54 59 63 68 72 76 81 85 90 94
U.S. No. 2 bright.. ......... ................................................................................
U.S. No. 1 golden.. 22 18 34 49 64 80 93 109 122 138 151 166 -180 194 208 222 237 251 265 279 293

Acceptance Numbers 4 (Minimum Required)

U.S.No. 1 bronze.... 11 15 32 51 69 88 106 125 144 162 182 201 220 240 259 278 297 317 336 355 374
U.S. No. 1 russet.....- .................................. ........................ . .......................... •
U.S. No. 2 russet.... 1 3 8 12 18 23 29 34 40 45 51 56 62 68 74 79 85 91 97 102 100

Acceptance Numbers' (Maximum Permitted)

Decay . ..... U.S. fanc~y. .. :-.. .................. ........
U.S. No.1........... 1 55 6 6 6 6- 56 6 7 7 7 7 '7 7 8 8 8 be 8 9 9
U.S. No.2.... --- ...............
U.S. No. 3......... 2 8 8 58 8 9 9 59 9 10 10 10 11 11 all 11 12 12 '12 12 13

Wormy fruit . All .................... 1 55 6 6 6 6 56 6 7 7 7 7 57 7 8 8 8 s8 8 9 9
Very serious U.S. fancy.. .. .. .... . . .. ... . . . .. . . . . . . . .... ... .... ..... . ........ ..... :......... ............ ........ ... .. ......... ............ ............ ........... ........

damage
Including
decay and
wormy fruit.

U.S. No. 1.............. 6 47 49 51 53 54 56 58 60 62 64 66 68 .70 72 74 76 78 80 81 83
U.S.No. 2 .......... .. ... . .... .. ............ .... .. ,... ,.,,........................

Total defects All .8......... 8 98 103 107 111 116 120 124 129 133 137 141 146 150 154 159 163 167 171 176 10
Including
decay, wormy
fruit, and very
serious
damage.'

Off-sze.......... .... 10 98 103 107 111 116 120 124 129 133 137 141 146 150 154 159 163 167 171 176 100
Discoloration_...... U.S. No. 1 ............. .. . ..... ......................... ........................... .......................................

U.S. No. I bright ........ ....................................................................................................................................................... ......... .. _............
U.S. No. 2 .........._ 10 98 103 107 111 116 120 124 129 133 137 141 146 150 154 159 163 167 171 176 180
U.S. No. 2 bright ..U.S. No. 6lden.-. 22-307-321-335 349 -6.-37.3 -05 19 433 447 46T 47 49 53¥ 67 31 45 559 57
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Table l.-Sg lcnt 'for Throwh 40 Sarples-Contnued

Numbr of SO-cont Ampe (~deoag. agl
Factor Grades AL:

1 2 3 4 5 6 7 6 9 10 11 12 13 14 15 18 17 1 13 20

Accepta-c N-mber- (Ulrivmu lequ"d

U.S.No. 1 bro ze -
U.S. No. 1 .usset 11 304 413 433 452 471 491 510 530 549 S 5 06 627 647 68 686 705 725 7t4 784
US. ft o. 2 usset. 1 114 119 125 131 137 143 149 155 161 166 172 178 184 190 136 202 2W8 214 220 225

'Shppe' point. as used in these standar ss mear i the point of ong* of the alhme in the production area or at pxt of loadn lot shp Stites or cwerspaaS a r*!, or In the case of
zhipnents from outside the continental United States, th port of entry into the Unied SWW&

=AL-Pbsbte it peaited in viocdkd 5O-count stuntpi.
Sample sze-50 count.

'Acceptance nuaber-Maxnum or minmum number of defectwe or off-me *AM permtted
'Priefred ruber of samples for us acceptance omer.

Table IL-En Rotie oral Deshnahion

Numbe- of 50-"~n se-0-h (F-Idd. omngs, lagelo.)
Factor Grades AL'

1 2 3 4 5 6 7 8 9 10 11 12 13 14 i5 16 17 13 19 20

Acceptnc Nuimbers O(taxi-u Peirmitted)

Decay - N 4 3 4 6 7 9 10 11 13 14 is 1s 18 17 21) 21 23 24 25 26 27
Wormy kultn AM an 1 0 1 '1 1 2 !2 2 3 3 3 13 3 4 4 t4 4 5 5 5 5
Ver seriou USfancy

damage other
than decay
and wormy

U.S. No. 1 - 6 4 6 9 11 -14 16 18 21D 22 24 26 23 30 23 35 37 33 4t 43 45
U.S. No. 2 - --

Total deects All a 7 12 17 22 27 32 36 41 45 53 54 53 63 68 72 76 81 a5 90 94
inlduing vuY
senotis
damage owr
than decay
and wormy
fnJL

Off-size-...-- 10 7 12 17 22 27 32 36 41 4 5 3 54 5? 3 6 72 76 8t 83 93 94
Dscoloratn U.S. No. I

U;SA 4o.1Ib~igt.. .. . ...
U.S. No. 2 . 10 7 12 17 22 27 32 36 41 45 1,3 54 53 3 68 72 76 81 85 90 94
U.S. No. 2 ghtA-
U.SNo. 1 golden- 22 18 34 49 64 80 93 109 12- 138 151 166 I ) 194 2-- 22 237 251 265 279 293

Acceplnce Numbetrs p(rk- j qulred)

U. No.I brone-. 11 15 32 51 69 88 106 12 144 162 16-2 LI1 2C,] 249 Z!3 273 2,37 317 036 3553074
uts. No. 1 ruasseL- ...... .. -- .
U.S. No. 2 nset 1 3 8 12 18 23 29 34 40 45 51 L4 2 E8 74 73 83 91 97 132 106

'AL-Absolute kit permited in irxkvdual 50-count sarrp,
=Sample size- courit
'Aceeptanoe number-Mximurn or nawiam number ol defecte or oltf-ze ftam peried
preferred total nurter of samples for Vu acceptance numier

Size and Pack Table III

§ 2851.1153 Size and pack.
(a) When oranges, including Temples.

Navels and Tangelos, are place-packed
in approved % bushel containers,2

exceptcontainer No. 4016, the size,
count. pack and diameter range of the
fruit shall be as follows:

Swan e_-er range in mnes

Ors-es Targelos

36.. 4x4 3 3 36 %s ji
48 3 3x3 4 A 48 Tis i

56
4

x3 4 4 56 "Is !
64 4x4 4 4 64 s. Ti
g - $X5 4 4 B1D !&

or 4 x4 4 S 80 SS54
!A.pr-bved 4A bushel containers are those 100 5 x55 4 5 100 Ie %S

containers currently defined in section 203g.03{1) or 4 x 4 5 5 100 5, %6
of the Official Rules Affecting The Florida Citrus 125 5x5 5 5 125 i.i 9hF163 .. .... 7x6 5 5 163 iis 54
Industry, Pursuant to Chapter 60l.,orida Statutes. or 5 x 6 6 162 %E; 5.5
or as the definitions of such containers may
hereafter be amended.

hebh When Temple oranges, Tangelos and K-Early citrus fruit are place-packed3 Container No. 4015 shall 'have the same meaning
as currently assigned that term in section 20_ in container No. 401r, = the size. count, pack and diameter range of the fruit shall

39.03(b) of the Official Rules Affecting The Florida be as follows:
Citrus Industry. Pursuant to Chapter 80M. Florida
Statutes. or as the deftnition of such containers may
be hereafter amended.
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Table IV

Diameter range in inches
Size and count Pack Rows Layers

Oranges Tangelos

54 ........................................................................... ... 4x 5 4 3 1/6 Y.0
66 .......................................................................... 6x5 4 , 3 6/16 7/

80 .............................. ............... . ... ........ 4x4 5 4 Vie r/,e
100 ..................... ........ I ....... ................. 5x5 5 4 %=e 1ra
120 ....................................................................... 5X5 6 4 4/16 V.
156 ...................... 7 x 6 6 4 4

/6 'c0

(c) When oranges, including Temples,
Navels and Tangelos, are not place-
packed, the sizes and respective
diameter ranges shown in paragraph (a)
or (b) of this section ghall apply; and the
fruit in each respective size shall, when
place-packed in approved 4/r bushel
containers; 2 meet the respective pack
arrangements, and at point of origin
meet the requirements of "Well filled" 4
as set forth in paragraph (d) of this
section.

(d) At point of origin all containers in
which fruit is place-packed shall-be
"Well filled." 4

(e) Not more than the number of fruits
permitted in § 2851.1152, Tables I and II,
may fail to meet the diameter range
requirements as specified in paragraph
(a), (b), or (c) of this section.
(f) In order to allow for variations

incident to proper packing, not more -
than 5 percent of the containers, if
"place-packed," or not more than 10
percent of the containers, if "volume-
filled," in any lot may fail to meet the
count or pack arrangements, or at point
of origin the requirements of "Well
filled.'1

4

Definitions

§ 2851.1154 Similar varietal
characteristics.

"Similar varietal characteristics"
means that the fruits in any container
are similar in color and shape.

§ 2851.1155 Well colored.
"Well colored" means that the fruit is

yellow or orange in color with
practically no trace of green color.
§ 2851.1156 Firm.

"Firm" as applied to common oranges
and tangelos means that the fruit is not -
soft, or noticeably wilted or flabby; as
applied to oranges of the Mandlarin
group (Satsumas, King, Mandarin).
"firm" means that the fruit is not
extremely puffy, although the skin may
be slightly loose. .

_-,Well filled" shall have the same meaning
currently assigned that term in section 20-39.11(2) of
the Official Rules Affecting The.Florida Citrus
lndustry; Pursuant to Chapter 601. Florida Statutes,
or as the definition of such term may hereafter be
amended.

§2851.1157 Well formed.
"Well formed" means that the fruit o

has the shape characteristic of the
variety.
§ 2851.1158 Mature.

(a] "Mature" for other than Temple
oranges shall have the same meaning
currently assigned that term in sections
601.19 and 601.20 of the Florida Citrus
Code of 1949, as amended (ch. 25149,
LaWs of Florida, 1949), or as the
definition of such term may hereafter be
amended;

(b] "Mature" for Temple oranges shall
have the same meaning currently
assigned that term in sections 601.21 and
601.22 of the Florida Citrus Code of 1949,
as amended (ch. 26492, Laws of Florida,
1951), or as the definition of such term
may hereafter be amended; and,

(c] "Mature" for Tangelos shall have
the same meaning currently assigned
that term in sections 601.231 and 601.232
of the Florida Citrus Code of 1949, as
amended (ch. 29757, Laws of Florida,
1955), or as the defifition of such term
may-hereafter be amended.

§ 2851.1159 Smooth texture.
"Smooth texture" means that the skin

is thin and smooth for the variety and
size of the fruit.
§ 2851.1160 Injury.

"Injury" means any specific defect
described in § 2851.1174, Table V; or an
equally objectionable variation of any
one of these defects, any other defect, or
any combination of defects which
slightly detracts from the appearance, or
the edible or marketing quality of the
fruit.

§ 2851.1161 Discoloration.
"Discoloration" means russeting of a

light shade of golden brown caused by
rust mite or other means. Lighter shades
of discoloration caused by smooth or
fairly smooth superficial scars or other
means may be allowed on a greater
area, or darker shades may be allowed
on a lesser area, provided no
discoloration caused by speck type
melanose or other means may detract
from the appearance of the fruit to a,
greater extent than the shade and
amount of discoloration allowed for the
grade.

§ 2851.1162 Fairly smooth texture.
"Fairly smooth texture" means that

the skin is fairly thin and not coarse for
the variety and size of the fruit.

§ 2851.1163 Damage.
"Damage" means any specific defect

described in § 2851.1174, Table V; or an
equally objectionable variation of any
one of these defects, any other defect, or
any combination of defects, which
materially detracts from the appearance,
or the edible or marketing quality of the
fruit.

§ 2851.1164 Fairly well colored.
"Fairly well colored",means that

except for an aggregate area of green
color which does not exceed the area of
a circle 1 inch (25.4 mm) in diameter, the
yellow or orange color predominates
over the green color.

§ 2851.1165 Reasonably well colored.
"Reasonably well colored" means that

the yellow or orange color predominates
over the green color on at least two-
thirds of the fruit surface, in the
aggregate.

§ 2851.1166 Fairly firm.
"Fairly firm" as applied to common

oranges and tangelos, means that the
fruit may be slightly soft, but not
bruised; as applied to oranges of the
Mandarin group (Satsumas, King,
Mandarin), means that the skin of the
fruit is not extremely puffy or extremely
loose.

§ 2851.1167 Slightly misshapen.
"Slightly misshapen" means that the

fruit is not of the shape characteristic of
the variety but is not appreciably
elongated or pointed or otherwise
deformed.

§ 2851.1168 Slightly rough texture.
"Slightly rough texture" means that

the skin is not of smooth texture but Is
not materially ridged, grooved, or
wrinkled.

§ 2851.1169 Serious damage.
"Serious damage" means any specific

defect described in § 2851.1174, Table V;
6r an equally objectionable variation of
any one of these defects, any other
defect, or any combination of defects,
which seriously detracts from the
appearance, or the edible or marketing
quality of the fruit.

§ 2851.1170 Misshapen.
"Misshapen" means that the fruit is

decidely elongated, pointed or flatsided.

§ 2851.1171 Slightly spongy.
"Slightly spongy" means that the fruit

is puffy or slightly wilted but not flabby.

I -
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§ 2851.1172 Very serious damage. variation of any one of these defects, §2851.1173 Diameter.
"Very serious damage" means any any other defect, or any combination of "Diameter" means the greatest

specific defect described in § 2851.1174, defects, which very seriously detracts dimension measured at right angles to a
Table V; or an equally objectionable from the appearance, or the edible or line from stem to blossom end.

marketing quality of the fruit.
§ 2851.1174 Classification of defects.

Table V

Factor *nuy Damage Seous danage V1 se-iu daige

Ammoraabon_. ... Not occumrng as "gh speck type Scars wre cracked or dafk and aggre. Aggregatin nowe tha 25 percent
gatang xre than a cirle 14 inch of the surfac
(191 )nin 6-,etet

Bucksk.. . .. . . ... .. Aggregang more then a cWce I Aggatng more t1a 25 perent of Aggregatng more tan 50 percent
arch (254 mm) in drreteor the swfsce. Of the surfa.

Caked melanose._ . A9grplateg mor thnu a cade. ,  Aggr gatin more than a carde + Aggregating more than 25 percent
arch (15- 9mm) in doeme er anch (19 1 mm) in daerIee. of the surface.

Creasin - - ______... Matensly weakens "i skkrk or Seriously we&%&*e Ie sini. or ox- Very senousfy weakens the skin. or
extends over mofe n one id lends overmotethanone-a of a dist abuted over pr the
of the surface, te suraC entare suirface.

Dryness or mushy condibon Af . .. . ... .... f.cting all segments more ghn t, Affecting all segments mote then . Afctnrg as segments m e than 1/,
arch (64am) e ternend, or V-e wach (1Z7 my) atsra end xor t;h , nch (19.1 me) at ste rnd, or
equwaelt of this amcajpL by eqralont of Urisaourxa by theeq.w-lent of thos amount. by
volume, when occunrq in other volume, whon occurring in oew vodue. when occurrIng in other
porbons of the frat portons of the IVt porbons of the fnat.

Green spots -- More than sightl affecbng appearan More than 10 spots ceused by Moto gan 25 spots caused by scale,
scale, each spot eq&&Wet to the each spot eqawsimnt to te area of
asaof accle .'.rchP32 mm) aCardes tWh ( 2 MM) indarm..

a dameter- er
Hai ... ... .. Not well heeled. or aggregaig moe than a Not well healed, or aggregalag W well healed. or aggregatng more Not well heae or aggregating

carce , inch (6 4 mm) in dmeter re than a crds A inch (9 5 than a cache t inch (IZZ mm) an more than a circf -* inch (19.1
ham) in diameter dameler, mm) n dame!ec..-

0,1 spots-. - --, ,. More then slightly affecting appearance More thun 5 spots, or aggregoon-g More thW 10 spots. or aggregaling
morm han a cas % ich (19 1 more thana crde I inch (25 4 rW)
mwn) on dianeter in diameter

Scab_ Melenely detracts rom the shape Serous detracts from the shape or Ag9reVbrj moe tlan 25 percent
or texitie or aggroesng more textr,, Or aggegating more than a of the surface.
tawn a cwe 'a h (159 awn) a t cacde N iach (191 mm) in diameter

Scale More than afew adjacent to the "button" at Aggregating mre than ac do % Aggregatng more than a cache - AregatN more tan 25 percent
the stem end. or more than 6 scattered on rich (159 am) in d*W ich (19 1 mm) in diameter of the suf ce.
other porftns of the Ifn.

Scars -Depressed. not smooth, or detracts from
appearanoe more than the amont of
discoloraon permittod in the grade

Skin breakdown- -.....

Spkt. rough protruing navels Spi s unheale: or more than ' nch (32
mm) in length, or navel protrudes beyond
the general contour. and operag is so wide,
folded and ridged that It detracts from
appearance

Thorn scratches . -..-- Not well healed, or more unsightly than
dscoloration permitted in the grade

Deep or rough agWbgeeg more Deep or Muh aggega more than Deep or rough Or ursstfy that ap-
than a carrle N ich (6 4 mm) an a cade. j inch (t2 7 an) an diame. pearanrce ts wcry senously affect-
6-W.er slightly rough -1th Afgt Wr sko*tl rugh with sligt depth ed.
depth aggeggrog more then a segk nMo dhn a occle 1
cad. 'v rch (22. mm) an inchos (318 mm) in darneW.
rfrnete rsoth or larly smooth smooth or fatly smth with sligh
wth agh depth aggregatn depth argatg more ta 10%
nore thn a cal 1', inc of AJr urface W
(318 mm) n damolaer

Aggregting more than a cache ! Aggregatw o than a or$1 -. A.r"egatng mce than 25 percent
arch (6 4 nam) in demeter ch (I5 9 ra) in danrele of the surface

Aggrgating more, than a cacde 'i Hard and aggregtin more than a Aggregatin mora th 25 percenrt
inch (15 2 mm) n diametr cce 11.; arches (38 1 mr) iniarl- of the surfAM.

eler
Sain ka flattened, dry dakrkend, or Skir s hard and affects mre tha Agqgregain rrore fthn 50 percent

herd and the affecled area onettawd of the surface, of ft surface.
eaceeds 25 percent of the
surface

Spli ks unhseeled, or more than k 4 SpHi is urteaedl or rinc'e &.xi Il Spit Ls untared or ft? a isSeriously
inch (6 4 am) i length, or mre inch (127 rtr) in lengh, or two or weakened.
than three We heeled apt& or -more splt aggegarote ore thn I
navel protrudes beyond the inch (,54 am) in length, or nirel
general contour, and opecang s protrodes beyond the generS con.
so wide, foded aid rdged shot A Wr. arid operg is so wide folded
detracts from appeerarnce- and ridged th" at detracts from ap-

pearaace
Not well heel, or hard Wo *0 healed or hard corwc!ra!ed Aggregat ig :ore tt'-n 25 percent

concentrated thorn str y esom arjury aggregang more rtan of th surface
aMglraig mr)e than a carde '. a cere :. ih (191 rrm) 6n dame-
ich (IS 9 am)an diameter for

NOTE-References to area or aggregate ares, or length are based on a 100 size orange or tangelo

Standards For Internal Quality of requirements. may be designated "U.S.
Common Sweet Oranges (Citrus Grade AA juice (Double A)":
Sinensis (L) Osbeck) (a) Each lot of fruit shall contain an

average of not less than 5 gallons (18.9
§ 2851.1175 U.S. Grade AA Juice (Double liters) of juice per standard packed box
A). of 1% bushels.

Any lot of oranges, the juice content (b) The average juice content for any
of which meets the following lot of fruit shall have not less than 10

percent total soluble solids, and not less
than one-half of 1 percent anhydrous
citric acid, or more than the permissible
maximum acid specified in Table VI of
§ 2851.1177.

§ 2851.1176 U.S. Grade A Juice.
Any lot of oranges. the juice content
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of which meets the following
requirements, may be designated "U.S.
Grade A Juice":

(a) Each lot of fruit shall cbntain an
average of not less than 41/2 gallons (17.0
liters) of juice per standard packed box
of 1% bushels.

(b) The average juice content for any
lot of fruit shall have not less than 9
percent total soluble solids, and not less,
than one-half of 1 percent anhydrous
citric acid, or more than the permissible
maximum acid specified in Table VI of
§ 2851.1177.

§ 2851.1177 Maximum anhydrous citric
acid permissible for corresponding total
soluble solids.

For determining the grade of juice, the
maximum permissible anhydrous citric.
acid content in relation to corresponding
total soluble solids in the fruit is set
forth in the following Table VI together
with the minimum ratio of total soluble
solids to anhydrous citric acid:

Table Vl"

Total soluble solids (average
pct)

P},0 .. ... . .. . . ....

9.2 ..... .......

9.4 ............. ..-.................
9.5 ........................................
9.6 .................................
0.7 . ....... ........ ....
9.8 ................................. ..

10 . . .......................................
10 1 ........... ........... ......
10.2 .......... ..........10. 3 :.......... ....................... . .....
10 ............. .. ................. .....
10.4 .............................................
10.5 ........................
10.6 ...............................................
10.7 1......................................
10.8 .. .......................................
10 ......................................
11A .... ...... .I ... ...............
11.21.................. ...............
11.2 .. ......................................
11:. . ........ ......................... ..
14......................................
11 ...............................................
11.6 .....................................
11.7............................

11.8 ... ............. ....................
11.9 ......................................
12.0 .........................
12. ........ .......... . ........
12. .......... ................

12.4.....2-
12.4 ........................12.5...,.............. .......
12.6..............
12.7.......... .............
12.8.
12.9............ . ..
13.0 ........... ........ ...... ..................
13.1__.
1312 -.... .............. ............. . ...........

Maximum.
anhy-
drous

citric acid
(average

;I)1

0.947'
.963
.979
.995

1.011
1.027
1.043
1.060
1.077
1.094
1.111
1.128.,
1.146
1.164
1.182
1.200
1.218
1.237
1.256
1.275
1.294
1.306
1.318'
129
1.341
1.353
1.365
1.376
1.388
1.400
1.412
1.424
1.435
1.447-
1.459
1.471
1.482
1.494
1.506
1.517
1.530
1.541
1.553

Minimum ratio
of total

soluble solidsto anihydrous
citricacid ,

9.50-1
9.45-1
9.40-1
9.35-1
9.30-1
925-1
920-1

9.1-1
9.10-1

0.05-1
9.00-1
8.95-1
8.90-1
8.85-1
8.80-1
8.75-1
8.70-1
8.65-1
8.60-1
8.55-1
8.50-1
8.50-1
8.50-L
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-1
8.50-

Table VI-Continued

Maximum Minimum.ratio,anhy- o oa

Total solubla solids (average d of total
'usdsoluble solidsp-) cit acid to anyrous

(average c0c acid
pc) t

. ........... 1,565 8.50-1
13.4 ................................. 1.576 8.50-1
13.5 ....................... ...... k ........ 1.588 8.50-1
13.6 .................... ........... .... 1.600 8.50-1
13.7...... ...... ......... 1.612 8.50-1
13.8............ ....... 1.624 8.50-1
13.9 ................. .................. . 1.635 8.50-1
14.0 .. . ......... ............. ......... ..... 1.647 6.60-1
14.1 . ............. 1.65- 8.50-1

4. 1.671 8.50-1
1 4 ... 1.67 8.50-1

14.4 ... 1.694 8.50-1
14.5 ....... . 1.705 850-1
14.6..... ..-. .......... 1.718 8.50-1

.1.729 8.50-1
14.8 ....... . ........ 1.741 8.50-1

..... . .. ....... 1.75- 8.50-1

S1.765 8.50-115.1 . . .................. .. .... ... 1.776 8.50-1

15- . 1.788 8.50-1
15 . 1.800 8.50-1
1 5 . 1.812 8.50-1

5. ... 1.824 8.50-1
16.6 or more ......... ............ 8.50-1

§ 2851.1178, Method of juice extraction.

The juice used in the determining-of
solids;, acids and juice content shall be
extracted from representative samples
as thoroughly as possible with a hand
reamer or by such mechanical extractor
or extractors as maybe approved. The
juice shallbe strained through cheese
cloth or other approved straining device
of extra fine mesh to prevent passage of
juice cells , pulp, or seeds.

Visual Aid

§ 2851.1179 Visual Aid.

(a] USDA Visual Aid CIT-(FL)-L-1,
consists ofa booklet containing color
reproductions of Florida oranges and
tangelos illustrating certain grade
requirements, namely color, texture,
varietal characteristics, shape.
discoloration, and other defects as set
forth in these standards. This yisual aid
may be examined in the Fruit and
Vegetable Quality Division, FSQS, U.S.
Depirtment of Agriculture, South
Building, Washington, D.C. 20250; in any
field office of the Fresh Fruit and
Vegetable •Inspection Service; or upon
requestof any authorized inspector of
such service. Duplicates of this visual
aid may be purchased from the-John
Henry Co., Post Office-Box 17099.
Lansing MI 48901.

Subpart-United States Standards for
Grades of Florida Tangerines'

Grades .

§ 2851.1810 U.S. Fancy.
"U.S. Fancy" consists of tangerines

which meet the following requirements:
(a) Basic requirements: (1)

Discoloration; (i) Not more than one-
-tenth of the surface, in the aggregate,
may be affected by discoloration. (See
§ 2851.1825.) (2) Firm; (3) Highly colored;
(4) Mature; and, (5) Well formed.

(b) Free from: (1) Bruises; (2) Caked
melanose; (3) Decay; (4) Unhealed skin-
breaks; and, (5) Wormy fruit.

(c) Free from damage caused by: (1)
Ammoniation; (2) Buckskin; (3) Creasing;
(4) Dirt or other foreign material; (5)
Dryness or mushy condition; (6) Disease;
(7) Green slots; (8) Hail; (9) Insects; (10)
Oil spots; (11) Scab; (12) Scale; (13)
Scars; (14) Skin breakdown; (15)
Sprayburn; (16), Sunburn: (17) Unsightly
discoloration; and, (18) Other means,

(d) For tolerances see § 2851.1818.

§2851.1811 U.S. No. 1.
"U.S. No. 1" consists of tangerines

which meet the following requirements:
(a) Basic requirements: (1) Discoloration;
(i) Not more than one-third of the
surface, in the aggregate, may be
affected by discoloration. (See
§ 2851.1825.) (2) Fairly well colored; (3)
Firm; (4) Mature; and, (5) Well formed.

(b) Free from: (1) Bruises; (2) Decay;
(3) Unhealed skin-breaks; and, (4)
Wormy fruit.,

(c) Free from damage caused by: (1)
Ammoniation; (2) Buckskin; (3) Caked
melanose; (4) Creasing: (5) Dirt or other
foreign material; (6) Disease: (7) Dryness
or mushy condition: (8) Green spots; (9)
Hail; (10) Insects; (11) Oil spots; (12)
Scab; (131 Scale; (14) Scars; (15) Skin
breakdown; (16) Sprayburn; (17)
Sunburn; (18) Unsightly discoloration;
and, (19) Other means.

(d) For tolerances see § 2851.1818.

§ 2851.1812 U.S. No. 1 Bronze.
The requirements for this grade are

the same as for U.S. No. I except that all
fruit must show some discoloration. Not
less than the number of fruits required In

I Compliance with the provisions of these
standards shall not excuse failure to comply with
the provisions of the Federal Food, Drug and
Cosmetic Act, or with applicable State laws and
regufations.
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§ 2851.1818, Tables I and II, shall have
more than one-third of their surface, in
the aggregate, affected by discoloration.
The predominating discoloration on
these fruits shall be of rust mite type.

(a) For tolerances see § 2851.1818.

§ 2851.1813 U.S. No. 1 Russet.
The requirements for this grade are

the same as for U.S. No. 1 except that
not less than the number of fruits
required in § 2851.1818, Tables I and II,
shall have more than one-third of their
surface, in the aggregate, affected by
any type of discoloration.

(a) For tolerances see §2851.1818.

§ 2851.1814 U.S. No. 2.
"U.S. No. 2" consists of tangeriftes

which meet the following requirements:
(a) Basic requirements: (1)

-Discoloration; (i) Not more than one-half
of the surface, in the aggregate, may be
affected by discoloration. (See
§ 2851.1825.)(2) Fairly firm; (3) Fairly
well formed; (4) Mature; and, (5)
Reasonably well colored.

(b) Free from; (1) Bruises; (2) Decay;
(3) Unhealed skin-breaks; and, (4)
Wormy fruit.

(c) Free from serious damage caused

by:(1) Ammoniation; (2) Buckskin: (3)
Caked melanose; (4) Creasing: (5) Dirt or
other foreign material; (6) Disease; (7]
Dryness or mushy condition; (8) Green
spots; (9) Hail; (10) Insects: (11) Oil
spots; (12) Scab; (13) Scale; (14) Scars;
(15) Skin breakdown; (16) Spraybum;
(17) Sunburn; (18) Unsightly
discoloration; and, (19) Other means.

(d) For tolerances see § 2851.1818.

§ 2851.1815 U.S. No. 2 Russet.
The requirements for this grade are

the same as for U.S. No. 2 except that
not less than the number of fruits
required in § 2851.1818, Tables I and II,
shall have more than one-half of their
surface, in the aggregate, affected by
discoloration.

(a) For tolerances see § 2851.1818.

§ 2851.1816 U.S. No.3
"U.S. No. 3" consists of tangerines

which meet the following
requirements:(a) Basic requirements:(1)
Mature; (2) Not flabby; and, (3) Not
seriously lumpy.

(b) Free from:(1) Decay; (2) Unhealed
skin-breaks; and, (3) Wormy fruit.

(c) Free from very serious damage
caused by:(1) Ammoniation; (2) Bruises;
(3) Caked melanose; (4) Creasing: (5)

Dirt or other foreign material; (6)
Disease; (7) Dryness or mushy condition;
(8) Hail; (9) Insects; (10) Scab; (11) Scale;
(12) Scars; (13) Skin breakdown; (14)
Sprayburn; (15) Sunburn; (16) Unsightly
discoloration; and. (17) other means.

(d) For tolerances see § 2851.1818.

Unclassified

§2851.1817 Unclassified.
"Unclassified" consists of tangerines

which have not been classified in
accordance with any of the foregoing
grades. The term "unclassified" is not a
grade within the meaning of these
standards but is provided as a
designation to show that no grade has
been applied to the lot.

Tolerances

§ 2851.1818 Tolerances.
In order to allow for variations

incident to proper grading and handling
in each of the foregoing grades, based
on sample inspection, the number of
defective or off-size specimens in the
individual sample, and the number of
defective or off-size specimens in the lot,
shall be within the limitations specified
in Tables I and II.

Table L-Shfp* Pbot 'for I Thrvo.h 40 .42rrks

Numlw or SOoent sampes '(FWYU UegM19w-)
Factor Grades AL.

1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 13 20

Acooplmc Numbers (Maximum Permlled

Decay - U.S. fancy--.-.. --...
US. No-. __ 1 0 1 1 1 2 12 2 3 3 3 3 3 4 4 -4 4 5 5 5 5
US No. 2.
U.S. No. 3-. 2 0 1 2 "2 2 3 3 4 4 _4 5 5 +5 6 6 .6 6 7 7 17

Wormy fant- AN 1 0 1 1 1 2 12 2 3 3 3 '3 3 4 4 14 4 5 5 5 5
Very senous U.S. fancy .... . .. .. . .. .. ....

damage
xdudeV
decay and
womy fnit y .S No1 s N ..... 6 4 6 9 11 14 16 IS 20 22 24 26S - 30 33 $5 37 33 4t 43 45

US N. 2 ... . -...

Totaldefects AM 8 7 12 17 22 27 32 36 41 45 So !A L3 Q 68 72 76 81 85 92 94
mldudng
decay. womy
fant. and very
senouis
damage 5

off-sie__ 10 7 12 17 22 27 32 36 41 45 0 54 53 63 E8 72 76 81 85 3. 94
Discoloration_ U.S. fancy.... - -U.S N 1- - .. . ....... .

.S.NO2... 10 7 12 17 22 27 32 36 -4 45 50 54 j3 63 6 72 78 81 85 90 94

Senous damage by 2 1 2 2 3 4 4 5 -5 6 -6 7 +7 S 's S :9 9 i0 '13 11

unsogtlY
dscoloration.

Aoceptano Numbers 'LtM&lrrum Rl*e*d)

US. No. lbronze__ 11 15 32 51 69 55 1D6 125 144 162 182 201 0 240 253 278 237 317 336 335 374
US No. 1 mssel_
MS. No. 2 russeLt 1 3 8 12, 18 23 29 34 40 45 51 56 62 68 74 79 85 91 97 102 1C8

Acceptance Numbers '(Maximum Ptmhtled)

Decay US. fancy-
US' NO.1 1 15 a 6 6 6 "6 6 7 7 7 7 7 7 B 8 8 Is 8 9 9
U+S. No. 2-......

U.S. No. 3 - 2 8 8 8 a 9 9 9 9 10 I0 10 11 1 111 II 12 12 '12 12 13
Wormy fI._- AN I 5 6 6 6 6 6 6 7 7 7 7 '7 7 8 a a 18 a 9 9

72103
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Table I.--SppingPo1At 'for I Through 40Samples'-Continued

Number of 50-count samples 3(Florida tangcrines)
Factor Grades, AL m

1 2 3 4 5 6. 7 8 9 10 It 12 13 14 2S 16 17 10 19 20

Acceptance Numbers 4 (Maximum Permitted)

Very serious U.S. fancy ................ .-- ....'- .. ...... ............-. .............-.... . ................
damage
including
decay and
wormy fruit

U.S. No. 1 6 47 49, 51 53 54 -56 56 60 62 64 66 68 70 72 74 76 78 00 81 83

Total defects AII'.. ........... 8 98 103 107 111 116 120 124 129. 133. 137 141 146 150 154 159 163 167 174 170 180
inclding
decay, wormy
fruit, and very
serious
damage.

Otf-size ................ ... .. ........ 10 98 103 107 111 116 120 124 129 133 137 141 ' 146 150 154 159 163 167 171 176 180
Discloration__., US, fancy-..... .. ..... . .............. . .... . . .. ... . . ........ ........ . ..... ............ ........... .......... .......... ............... .... ,

U.S. No.2 ............. .10 98 103. 107 111 116. 120 124 129 133 137 141 146 150 154 159 163 167 171 17G 160
Srious damage by 2 11 12 412 12 13 $13  14 a14  15 15 515 16 316 17 17 A17  18 418 19 19

unsightly
discoloration.

Acceptance Numbers '(Minimum Required)

U.S:No. 1 bmnze.'. 11 394 413 433 452_ 471, 491 510' 530 549 569 588 608 627 647 666 686 705 725 744 764
U.S. No. I russet_

U.S. No. 2 russet....- 1. 114 119 125 131 137 143 149 155 161 166 172- 178 184 190 196 202 208 214 '220 220

Shipplng point, as used in these standards, means the point of origin of the shipment in the production area or at port of loading for ship stores or overseas shipmenl, of in the ca of
shipments from outside the continental United States, the port of entry into tie United States.

2AL-Abslute limit permitted in individual 50-count sample.
3Sample size-50 count.
'Acceptance number-Maximum or minimum number of defective or off-size fruit permitted.
'Preferred number of samples for this acceptance number.

Table .-- En Route or at Destination

Number of 50-count samples 2 (Florida tangerines)
Factor Grades AL'

1. 2 3 4.. 5 -6 7 8 9 10 11 12 13 14 15 16 17 16 19 '20

Acceptance Numbers- (Maximum Permitted)

Decay All.. ........ 4 3 4 & 7 91 10 11 13 14, 15 16 18 19 20 21 23 -24 25 26 27
Wormy fruit Al-l.... . . 1 0 1 '1 11 2 42 2 3 3 3 '3 3 4 4 44' 4 5 5 5 5

damage other
than decay
and wormy
fruiL

U.S. No.1 ............ 6 4 6 9 11 14 '16 18 20 22 24 26 28 30 33 35 37 39 41 43 45
U...S .2.- ....... ...... . . . . .. ..... .. ........ ............. .. .. .. . .. .... .. .... ....... ............. ..... ..........

Total defects AIl.................. 8 7 12 17' 22 27 32' 36 41 45 50 54 59 63 68 72 76 81 85 90 94
Including very
serious
damage other
than decay
and wormy
fruit.

Off-size ...-.. - ........... 10 7 12 17 22 27 32 36 41 45 50 54 59 63 68 72 76 81 85 90 94Discoloration .... U.S. fancy .... - . . ... . .. . .... . . . ... . ...... ...... ......... .......... ... _............ . .......... ...... .... .......... .. ... ................... ............ ............... ................
•U.S. No. ...... .............

U.S. No2............. 10 7 12 17 22 27 32 5. 36 " 41 45 50 54 59 63 68 72 76 81 85 g0 o 4
Serious damage by 1Z 1 2 2 3,. 4" '4 6 45 6 46 7 7' 8 '8 6 9 9 10 '10 11
unsightly
discoloration.

Acceptance Numbers '(Minimum Required)

U.S. NO. 1 bronze..... 11 15" 32- 51 69 88- 106' 125 144 162 182 201 220 240 259 278 297 317 336 355 074
US. No. I russet ........ .............................................. ...................... ................................... ................ ............... ..... ....
U.S.No. 2russet-- 1 3 8 12 18 23 29, 34 40 45 51 56 62 68 74 79 05 91 of" 102 0o

'AL-Absolute limit permitted in individual 50-count sample.
'Sample size-50 count.
'Acceptance number-Maximum or minimum number of defective-or-of-sizefruit permitted.
'Preferred total number of samples for this acceptance number.
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Size and Pack

§ 2851.1819 Size and pack.
(a] When tangerines, including

Muroott Honey Tangerines, are place-

packed in approved % bushel
containers. 2 except container No. 4016.3
the size, pack, count and diameter range
shall be as follows:

Table Ill

Sze PaCk Rows Late's ~.' rar..

64 44 4 4 4
80 -----.--- ..-.-... 5X5 4 4 2
80 ---------. . 4 x 4 4 5 8.:)

10~*5X5 4 5 DO2
120- ... 4x4 5 6 12'
150 -.. . . . . . .. . . 5x5 5 6 15,
176 6x6 5 6 ISO
210 --... . -... -.-. . . ... . .. . 5 6 7 212
246 ................................. 6x6 6 7 252 4 c
294 - -----.--- 7x7 6 7 234 K

(b) When tangerines, including Murcott Honey Tangerines, are place-packed in
container No. 4016,3 the size, count, pack and diameter range shall be as follows:

Table IV

Sae Pack Pows Layws Cowt, rare
in LI~e

66 --------... . 6xS5 4 3 66
80 -.--..-- ............ .. 4x4 4 5 so
1 0 0 -- -----. . . . 4 x 4 5 5 1 0 0

or5xS5 5 4 100
120. . 6x6 5 4 12"2
150 -.. .-.--. ---. ----........ . 5 x 5 6 5 750
176 .-. ... .. . 6x6 5 6 10
210 - . . . . . . .. . . . 6x6 7 5 210
246 6x6 6 7 252

(c] When tangerines, including
Murcott Honey Tangerines, are not
place-packed, the sizes and respective
diameter ranges shown in paragraph (a)
or (b) of this section shall apply; and the
fruit in each respective size shall, when
place-packed in approve 4A bushel
containers,2 meet the respective pack
arrangements, and at point of origin
meet the requirements of "Well filled" 4
as set forth in paragraph (d) of this
section.

(d) At point of origin all containers in
which fruit is place-packed shall be
"Well filled".

4

(e) Not more than the number of fruits
permitted in § 2851.1818, Tables I and II,
may fail to meet the diameter range
requirements as specified in paragraph
(a), (b), or (c) of this section.
{ff In order to allow for variations

incident to proper packing. not more
than 5 percent of the containers, if
"place-packed," or not more than 10
percent of the containers, if "volume-

2Approved % bushel containers are those
containers currently defined in section 20-39.03. (1)
of the Official Rules Affecting The Florida Citrus
Industry. Pursuant to Chapter 601. Florida Statutes.
or as the defmitions of such containers may
hereafter be amended.

3Container No. 4016 shall have the same meaning
as currently assigned that term in section 20-
39.03(b) of the Official Rules Affecting The Florida
Citrus Industry. Pursuant to Chapter 60o, Florida
Statutes, or as the definition of such container may
be hereafter amended.

filled." in any lot may fail to meet the
count or pack arrangements, or at point
of origin the requirements of "Well
filled".4

Definitions

§ 2851.1820 Mature.
"Mature" shall have the same

meaning currently assigned that term in
sections 601.21 and 601.22 of the Florida
Citrus Code of 1949, as amended (ch.
26492, Laws of Florida. 1951), or as the
definition of such term may hereafter be
amended.

§ 2851.1821 Firm.
"Firm" means that the flesh is not soft

and the fruit is not badly puffy and that
the skin has not become materially
separated from the flesh of the
tangerine.

§ 2851.1822 Well formed.
"Well formed" means that the fruit

has the characteristic tangerine shape
and is not deformed.

§ 2851.1823 Damage.
"Damage" means any specific defect

described in § 2851.1834, Table V; or an

"Well filled" shall hale the same meaning
currently assigned that term in section 20-39.11(2) of
the Official Rules Affecting The Flonda Citrus
Industry. Pursuant to Chapter 301. Flonda Statutes,
or as the definition of such term may hereafter be
amended.

equally objectionable variation of any
one of these defects, any other defect, or
any combination of defects, which
materially detracts from the appearance,
or the edible or marketing quality of the
fruit.

§2851.1824 Highly colored.
"Highly colored" means that the

ground color of each fruit is a deep
tangerine color with practically no trace
of yellow color.

§ 2851.1825 Discoloration.
"Discoloration" means russeting of a

light shade of golden brown caused by
rust mite or other means. Lighter shades
of discoloration caused by smooth or
fairly smooth superficial scars or other
means may be allowed on a greater
area, or darker shades may be allowed
on a lesser area, provided no
discoloration caused by speck type
melanose or other means may detract
from the appearance of the fruit to a
greater extent than the shade and
amount of discoloration allowed in the
grade.

§ 2851.1826 Well colored.
"Well colored" means that a good

yellow or better ground color
predominates over the green color on
the entire fruit surface with no distinct
green color present, and that some
portion of the surface has a reddish
tangerine blush.

§2851.1827 Fairly well colored.
"Fairly well colored" means that the

surface of the fruit may have green color
which does not exceed the aggregate
area of a circle 1 inches (31.8 mm) in
diameter and that the remainder of the
surface has a yellow or better ground
color with some portion of the surface
showing reddish tangerine blush.

§ 2851.1828 Fairly firm.
"Fairly firm" means that the flesh may

be slightly soft but is not bruised or
badly puffy, and that the skin has not
become seriously separated from the
flesh of the tangerine.

12851.1829 Fairly well formed.
"Fairly well formed" means that the

fruit may not have the shape
characteristic of the variety but that it is
not badly deformed.

1 2851.1830 Serious damage.
"Serious damage" means any specific

defect described in § 2851.1834, Table V;
or an equally objectionable variation of
any one of these defects, any other
defect, or any combination of defects,
which seriously detracts from the
appearance, or the edible or marketing
quality of the fruit.
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§ 2851.1831 Reasonably well colored. § 2851.1832 Very serious damage. from the appearance, or the edible or
"Reasonably well colored" means that "Very serious damage" means any marketing quality of the fruit.

a good yellow or reddish tangerine color specific defect described in § 2851.1834, § 2851.1833 Diameter.
shall predominate over the green color Table V; or an equally objectionable
on at least one-half of the fruit surface in variation of any one of these defects, "Diameter" means the greatest

the aggretate, and that each fruit shall any other defect, or any combination of dimension measured at right angles to a

show practically no lemon color, defects, which very seriously detracts line from stem to blossom end.

§ 2851.1834 'Classification of defects.
Table V

Factor Damage Serious damage Very serious damage

Ammoniation ..................................... Not occurring as light speck type, or detracts more Scars are -cracked or dark and aggregating more Aggregating more than 25 percent of the surface,
than discoloration penmitted in the grade. than % inch (15.9 mm) in diameter.

Buckskin ............................................ Aggregating more than a circle 2 inch (19.1 mfn) Aggregating more than 25 percent of the surface ... Aggregating more than 50 percent of the surface,
in diameter.

Caked'rnelanose ........................... Aggregating more than a circle F. inch (9.5 mm) in Aggregating more than a circle 6 inch (15.9 mm) Aggregating more than 25 percent of the suraceo,
diameter. - . in diameter.

Creasing ............................................. Materially weakens the skin, or extends over more Seriously weakens the skin, or extends bver more Very seriously weakens the. skin, or Is distributed
than one-third of the surface than one-half of the surface, over practically the entird surface,

Dryness or mushy condition ............ Affecting all segments more thin V. inch (3.2 mm) Affecting all segments more than '/ inch (6.4 mm) Affecting all segments more than 'a Inch (127 mm)
at stem end, br the equivalent of this amount, by at stem end, or the equivalent of this amount, by, at stem end, or the equivalent of this amount, by
volume, when occurring in other'portions of the volume, when occurring in other portioos of the volume, when occurring in other portions of the
fruit. - fruit . fruit.

Green spots ............. More than 10 spots caused by scale, each spot More than 25 spots caused by scale, each spot
equivalent to the area 6f a circle Va inch (3.2 equivalent to the area of a circle V. inch (3.2
mm) in diameter. - mm) in diameter.

Hail ........ -. .......... .......................-. .Not well healed, or aggregating more than a circte Not well healed, or aggregating more than a circle Not well healed, or aggregating more than a circle
- / inch (6.4 mm) in diameter. -7. inch (9.5 mm) in diameter. % inch (15.9 mm) in diameter. r

Oil spots ............ * ............................. More than'S spots, or aggregating more than a Mre than 10 spots, or aggregating more than a
I circle % inch (12-7 mm) in diameter- circle % inch (19.1 mm) in diameter.

Scab .................................................. Materially detracts from the shape or texture, or ag- Seriously detracts from the shape or texture, or ag- Aggregating more than 25 percent ot the sudco.
gregating more than a circle I inch (9.5 mm) in gregating more than a circle % inch (15.9 mm) in
diameter. , - diameter.

Scale ..................................... 2 ........... Aggregating more than a circle 3 inch (9.5 mm) in Aggregating more than a circle % inch (15.9 mm) Aggregating more than 25 percent of the surface.
diameter. in diameter.

Scars .................................................. Deep or rough aggregating more than a circle V Deep or rough aggregating more than a circle Deep or rough or unsightly that appearanCe is very
inch (6.4 mm) in diameter, slightly rough with inch (127 mm) in diameter slightly rough with seriously affected.
slight depth aggregating more than a circle V slight depth aggregating more than a circle 1 V

'inch (19.1 mm) in diameter; smooth or fairly inches (28.6 mm) in diameter smooth or fairly
smooth with slight depth aggregating more than smooth with slight depth aggregating more than
a circle 1 V inches (28.6 mm) in diameter. 10% of fruit surface.

Skin breakdown ................................ Aggregating more than a circle V inch (6.4 mm) in Aggregating more than a: circle % inch (15.9 mm) Aggregating more than 25 percent of the surface,
diameter. in diameter.

Spraybum ........................................ Skin is hard and aggregating more than a circle Skin is hard and aggregating more than a circle 1 / Aggiegating more than 25 percent of the surface.
inch (193 mm) in diameter. - -" inches (31.8 mm) in diameter.

Sunburn ................................. .. Skin is flattened, dry, darkened, or hard and the af- Skin is hard and affected more than one-third of Aggregating more than 50 percent of the surface,
fectedarea exceeds 25 percent of the surface, the surface:

Unsightly discoloration ..................... Color and pattern causes an unattractive appear- Color and pattem causes a distictiy unattractive Very objectionable appearance caused by any
ance. appearamnce. means.

NoTE.-References to area or aggregate area, or length are based.on a 176 size tangerine.

Visual Aid

§2851.1835 Visual Aid.
(a) USDA Visual Aid CIT-(FL)-L-1,

consists of a booklet containing color
reproductidns of Florida tangerines
illustrating certain grade requirements,
'namely shape, texture, firmness, color,
varietal characteristics, and other
defects as set forth in these standards.
This visual aid may be examined in the
Fruit and Vegetable Quality Division,
FSQS, U.S. Department of Agriculture,
South Building, Washington, D.C. 20250;

-in any field office of the Fresh Fruit and
Vegetable Inspection Service; or upon
request of any authorized inspector of
such service. Duplicates of the visual aid
may be purchased from the John Henry
Co., Post Office Box 17099, Lansing, MI
48901.
(Agricultural Marketing Act of 1946, Sels.

203, 205, 60 Stat. 1087, as amended, 1090, as
amended; 7 U.S.C. 1622,1624)

Done at Washington, D.C., on October 27,
1980.
Thomas P. Grumbly,

Acting Administrator, Food Safety and
QualityService.
[FR Dec. 80-33843 Filed 1.0-0-8k 8:45 ami

BILLING CODE 3410-DM-M

Animal and Plant Health-Inspection

Service

9 CFR Part 82

Exotic Newcastle Disease; and !

- Psittacosis'or Ornithosis in Poultry;
Area Quarantined

AGENCY: Animal and Plant Health
Inspection Service,;USDA. -

ACTION: Final rule.

SUMMARY: The purpose of this
amendment is to quarantine a portion of
Douglas County in Nebraska because of
the existence of exotic Newcastle
disease. Exotic Newcastle disease was
confirmed in such portion of Douglas
County, Nebraska, on October 5, 1980.
Therefore, in order to prevent the
dissemination of exotic Newcastle
disease it is necessary to quarantine the
affected area.
EFFECTIVE DATE: October 27,1980.

FOR FURTHER INFORMATION CONTACT.
- C. G. Mason, Chief, National Emergency

Field Operations, Emergency Programs,
Veterinary Services, USDA, 0505
Belcrest Road, Federal Building, Room
751, Hyattsville, MD 20782, 301-430--
8073.
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SUPPLEMENTARY INFORMATION: This
amendment quarantines a portion of
Douglas County in Nebraska, because of
the existence of exotic Newcastle
disease. Therefore, the restrictions
pertaining to the interstate movement of
poultry, mynah and psittacine birds, and
birds of all other species under any form
of confinement and their carcasses, and
parts thereof, and certain other articles,
from quarantined areas, as contained in
9 CFR Part 82, as amended, will apply to
the quarantined area.

Accordingly, Part 82, Title 9, Code of
Federal Regulations, is hereby amended
in the following respect:

1. In § 823 (a)(10)(i), is added to read:

§ 82.3 Areas quarantined.
(a] ** * * *

(10) Nebraska. (i) The premises of The
Bird Cage, 5972 North 30th Street,
Omaha, Douglas County.

• * * *

(Sees. 4-7, 23 Stat. 32, as amended; sees. 1
and 2, 32 Stat. 791-792, as amended; sees. 1-4,
33 Stat. 1264,1265, as amended; seas. 3 and
11, 76 StaL 130,132 (21 U.S.C. 111-113,115,
117,120,123-126.134b, 134f); 37 FR 28464,
28477; 38 FR 19141)

This amendment imposes certain
restrictions necessary to prevent the
interstate spread of exotic Newcastle
disease, a communicable disease of
poultry, and must be made effective
immediately to accomplish its purpose
in the public interest. It does not appear
that public participation in this
rulemaking proceeding would make
additional relevant information
available to the Department.

Therefore, pursuant to the
administrative procedure provisions in 5
U.S.C. 553, it is found upon good cause
that notice and other public procedure
with respect to this final rule are
impracticable and contrary to the public
interest and good cause is found for
making this final rule effective less than
30 days after publication of this
document in the Federal Register.

Further, this final rule has not been
designated as "significant." and is being
published in accordance with the
emergency procedures in executive
Order 12044 and Secretary's
Memorandum 1955. It has been
determined by J. C. Jefferies, Acting
Assistant Deputy Administrator, Animal
Health Programs, APIIS, VS, USDA,
that the emergency nature of this final
rule warrants publication without
opportunity for prior public commerit or
preparation of an impact analysis
statement at this time.

This final rule implements the
regulations in Part 82. It will be
scheduled for review in conjunction

with the periodic review of the
regulations in that Part required under
the provisions of Executive Order 12044
and Secretary's Memorandum 1955.

Done at Washington. D.C., this 27th day of
October 1980.
J. K. Atwell,
ActingDeputyAdministrator Veterinary
Services.
IFR D o -a0-M Fied 1 -30- , 45 am]
BILLIG OODE 3410-34-

9 CFR Part 82

Exotic Newcastle Disease; and
Psittacosis or Omithosis In Poultry;
Areas Released From Quarantine

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Final rule.

SUMMARY: The purpose of these
amendments is to release a portion of
Miami County in Florida, a portion of
San Francisco County in California, a
portion of Jackson and Clay Counties in
Missouri, a portion of Summit County in
Ohio, and a portion of Sedgewick
County in Kansas, from areas
quarantined because of exotic
Newcastle disease. Surveillance activity
indicates that exotic Newcastle disease
no longer exists in the areas
quarantined.
EFFECTIVE DATE: October 27, 1980.
FOR FURTHER INFORMATION CONTACT:.

C. G. Mason, Chief, National Emergency
Field Operations, Emergency Programs,
Veterinary Services, USDA, 6505
Belcrest Road, Federal Building, Room
751, Hyattsville, MD 20782, 301-436-
8073.

SUPPLEMENTARY INFORMATION: These
amendments exclude a portion of Miami
County in Florida, a portion of San
Francisco County in California, a
portion of Jackson and Clay Counties in
Missouri, a portion of Summit County in
Ohio, and a portion of Sedgewick
County in Kansas, from the areas
quarantined because of exotic
Newcastle disease under the regulations
in 9 CFR Part 82, as amended. Therefore,
the restrictions pertaining to the
interstate movement of poultry, mynah
and psittacine birds, and birds of all
other species under any form of
confinement, and their carcasses and
parts thereof, and certain other articles
from quarantined areas, as contained in
9 CFR Part 82, as amended, will not
apply to the excluded areas.

Accordingly, Part 82, Title 9, Code of
Federal Regulations, is hereby amended
in the following respects.

§ 82.3 [Amended]
1. In § 82.3(a](1, relating to the State

of Florida, paragraph (iv] relating to the
premises of Animal Kingdom, 11105
N.W. 119th Street, North Miami, Miami
County is deleted.

2. In § 82.3(a](2), relating to the State
of California, paragraph (i) relating to
the premises of Alex Zambory, 1760
Pacific. Apt. 9, San Francisco, San
Francisco County is deleted.

3. In § 82.3(a](4], relating to the State
of Missouri, paragraphs (i) and (ii)
relating to the following premises are
deleted.

(i} The premises of Midwest Pets, 1527
Grand. Kansas City, Jackson County.

(ii) Fin and Foliage, 6930 N. Oak,
Gladstone, Clay County.

4. In § 82.3(a)(6), relating to the State
of Ohio. paragraph (i) relating to the
premises of Birds of Paradise, 1718
Adelaide, Akron, Summit County is
deleted.

5. In § 82.3(a)(18], relating to the State
of Kansas, paragraph (i] relating to the
premises of Gupton's Tropical
Aquarium, 2815 George Washington
Blvd., Wichita. Sedgewick County is
deleted.

(Sees. 4-7,23 Stat. 32 as amended; seas. 1
and 2 32 Stat. 791-792 as amended; seas. 1-4.
33 StaL 1264.1285, as amended; secs. 3 and
11.76 Stat. 130,132; (21 U.S.C. 111-113,115.
117.120,123-126,134b, 1341); 37 FR 28484,
28477; 38 FR 19141]

These amendments relieve certain
restrictions no longer deemed necessary
to prevent the spread of exotic
Newcastle disease, and must be made
effective immediately to be of maximum
benefit to affected persons. It does not
appear that public participation in this
rulemaking proceeding would make
additional relevant information
available to the Department.

Therefore, pursuant to the
administrative procedure provisions in 5
U.S.C. 553, it is found upon good cause
that notice and other public procedure
with respect to this final rule are
impracticable and contrary to the public
interest and good cause is found for
making this final rule effedtive less than
30 days after publication of this
document in the Federal Register.

Further. this final rule has not been
designated as "significant," and is being
published in accordance with the
emergency procedures in Executive
Order 12044 and Secretary's
Memorandum 1955. It has been
determined by J. C. Jefferies, Acting
Assistant Deputy Administrator, Animal
Health Programs, APHIS, VS, USDA,
that the emergency nature of this final
rule warrants publication without
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opporturiity for prior public comment or
preparation of an impact analysis
statement at this time.

This final rule implements the
regulations in Part 82. It will be
scheduled for review in conjunction
with the periodic review of-the
regulations in that Part required under
the provisions of Executive Order 12044
and Secretary's Memorandum 1955.

Done at Washington, D.C., this 27th day of
October 1980.
.J. K. Atweil,
Acting DeputyAdministrator, Veterinary
Services.
IFR Doc. 80-33945 Filed 1030--80; 845 am]

BILLING CODE 3410-34--M

NUCLEAR REGULATORY

COMMISSION

10 CFR Part 73 -

Physical Protection of Plants and
Materials Requirements for the
Physical Protection of Nuclear Power
Plants

AGENCY: U.S. Nuclear Regulatory
Commission,

'ACTION: Final rule.

SUMMARY: The U.S. Nuclear Regulatory
Commission is extending from
November 1, 1980 to December 1, 1980
its current relief from pat-down searches
of regular employees at nuclear power
reactors in ordei to allow time for the
Commission to consider revisions to its
rules in 10 CFR § 73.55 intended to
finalize requirements for entry searches
at such facilities. -
EFFECTIVE DATE: October 31,1980.
FOR FURTHER INFORMATION C)NTACT
I4. J. Evans, Jr., Chief, Regulatory
Improvements Branch, Division of
Safeguards, Office of Nuclear Material
Safety and Safegyards, U.S. Nuclear
Regulatory Commission, Washington,
D.C. 20555, (301) 427-4181.
SUPPLEMENTARY INFORMATION: On July
31,1979, the Commission changed the'
date from August 1, 1979, to November,
1, 1979, when pat-down searches of
regular employees of nuclear power
plant licensees had to be implemented.
The rationale for this extension was
provided in the Federal Register notice
on this subject, 44 FR 47758, August 15,
1979. The Commission further extended
the implementation date to November 1,
Ig80. The rationale for that extension is

contained in 44 FR 65969.'The Commission is presently
considering issuing proposed revisions
to 10 CFR § 73.55(d)(1) to finalize

'requirements for personnel s earches at

protedted area portals of power
reactors. The thirtr day extension of the
relief from physical pat-down searched-
of regular employees contained herein is

'intended to allow sufficient time for
Commission consideration of the
proposed revisions. Because this rule
delays a requirement, and merely
continues a temporary situation for a
limited period of time, the Commission
finds that notice and public procedure
are unnecessary and that the change can
be made immediate effective without
the customary 30 days period of notice
required by 5 U.S.C. 553.

Pursuant to the Atomic Energy Act of
1954, as amended, the Energy
Reorganization-Act of 1974, as amended,
and sections 552 and 553 of title 5 of the
United States Code, the following
Amendment to Title 10 Chapter 1, Code
of Federal Regulations, Part 73 is
published as a document subject to
codification. -

1. The unnumbered prefatory
paragraph-of § 73.55 of 10 CFR Part 73 is
amended to read'as follows:

§ 73.55 Requirements for physical
protection of licensed activities in nuclear
power reactors against radiological
sabotage.

Each licensee who is authorized on
Feb'ruary 24, 1977, to operate a nuclear
power reactor pursuant to Part 50 of this
Chapter shall comply with the '
requirements of paragraphs (b), (d), (f),
(g), and (h) of this section, except for
any requirement involving construction
and installation of equipment not
already in place expressed in
paragraphs*(d)(1), (d)(7), (d)(8), (f)(3) and
(h)(4), by May 25, 1977. The licensee
shall submit by May 25,'1977, an
amended physical security plan
describing how the licensee will comply
with all of the requirements of this
section including schedules of
implementation. The licensee shall

* implement his plan and comply with all
of the provisions of this section as soon
as practicable after NRR approval of his
plan but no later than February 23, 1979.
Each applicant for a license to operate a
nuclear power reactor pursuant to Part
50 of this chapter whose application was
submitted prior to February 24,1977
shall submit by May 25,1977, an
amended physical security plan
describing how the applicant plans to
comply with the requirements of this
section including schedules of

- implementation. If'such applicant
receives an operating license after
February 24,1977 he shall, comply with
the requirements of paragraphs (b), (d),
(f), (g), and (h) of this section, except for
construction and installation not already
in place pursuant to paragraphs (d)(1),

(d)(7), (d)(8), (1)(3) and (h)(4) of this
section by May 25,1977, or on the date
of receipt of the operating license;
whichever is later, and implement his
plan and comply with all of the
requirements of this section by February
23, 1979 or on the date of receipt of tho
operating license whichever is later.
Each applicant for a license to operato a
nuclear power reactor pursuant to Part
50 of this Chapter whose application is
submitted after February 24, 1977, shall
include in the physical security plan
required by § 50.34(c) the information
identified in paragraphs (a) through (h)
of this section and if such applicant
receives an operating license, shall
comply with the provisions of this
section on receipt of the operating
license. Except for individuals for whom

.the licensee has a well-grounded
suspicion that such individuals are
carrying firearms, explosives, or
incendiary devices, a licensee need not
implement the physical search
requirement of paragraph (d)(1) of this
section for individuals who are regular
employees of the licensee at the site at
which the licensee is authorized to
operate a nuclear power reactor
pursuant to Part 50 of this Chapter until
December 1,'1980, unless the
Commission directs otherwise prior to
that date. Until that date, the
Commissi6n has determined that the
search requirement of paragraph (d)(1)
of this section, implemented using only
equipment capable of detecting firearms,
explosives and incendiary devices,
satisfies the performance requirements
of this section as they apply to searches
of regular employees of the licensee at
the site entering the protected area of
the nuclear power reactor.

(Sec. 161f,.Pub. L. 83-703, 68 Stat. 940, Pub. L.
93-377, 88 Stat. 475; Sec. 201. Pub. L. 93.-438,
88 Stat. 1242-1243, (42 U.S.C. 2201, S841))

Dated At Washington, D.C., this 30th day
of October, 1980.
- For the Nuclear Regulatory Commission,
Samuel J. Chilk,
Secretary of the Commission.
[FR Doc. 80-34156 Filed 10-30-80:11:08 am]

BILLING CODE 7590-01-M

FEDERAL DEPOSIT INSURANCE

CORPORATION

12 CFR Part 329 r

Amendments Relating to the Minimum
Maturities on Time Deposits and.
Minimum Notice Provisions for
Savings Deposits

'AGENCY: Federal Deposit Insurance
Corporation ("FDIC").
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ACTION: Final rule.

SUMMARY: The Board of Directors of the
Federal Deposit Insurance Corporation
("Board". "FDIC") has adopted a
significant final rule redefining the term
"time deposit" so that all time deposits
will have a minimum maturity of 14 days
rather than 30 days as provided under
present regulations. The action was
taken in the light of recent amendments
to Regulation D (Reserve requirements)
by the Board of Governors of the
Federal Reserve System. These
revisions define time deposits as
deposits having a maturity of not less
than 14 days. The Board of Governors
has approved a corresponding revision
to Regulation Q governing interest on
deposits.
EFFECTIVE DATE: October 30,1980.
FOR FURTHER INFORMATION CONTACT.
F. Douglas Birdzell, Counsel or John F.
Breyer, Jr., Attorney, Federal Deposit
Insurance Corporation, 550 17th Street,
N.W., Washington, D.C. 20429 (202-389-
4324 or 202-389-4637).
SUPPLEMENTARY INFORMATION: In
connection with a revision of Regulation
D by the Board of Governors of the
Federal Reserve System, the definition
of a time deposit, for Reserve
requirement purposes, was shortened
from a minimum of 30 days to a
minimum of 14 days to help improve the
ability of domestic depository
institutions to compete with banking
offices located abroad and with issuers
of short-term paper in this country.
Incident to its action, the Board of
Governors amended Regulation Q
relating to interest on deposits to
provide for a corresponding 14-day
minimum term on time deposits in lieu
of the present 30-day minimum.
Corresponding action is being taken to
amend the provisions of Part 329 of
FDIC's regulations governing interest on
deposits in order to harmonize FDIC
regulations with those of the Board of
Governors. (The Federal Home Loan
Bank Board may or may not take similar
action.) Certain other conforming
amendments to FDIC regulations will be
made to reduce the minimum 30-day
hold period on ordinary savings deposits
to,14 days foi consistency with the
major amendments to the regulation and
to modify the definition of time deposit
open account. Since the amendment
conforms FDIC regulations to those of
the Board of Governors, no alternative
courses of action were considered.
While no economic impact analysis was
done in connection with this
amendment, it is not expected that the
amendment will have any adverse
effects on insured state nonmember,

banks and it is not expected that it will
increase their costs. In fact, it should be
beneficial in that it will probably
enhance their competitive position vis-o-
vis banking offices located abroad and
issuers of short-term paper in this
country. No adverse impact on small
banks is foreseen. There will be no
recordkeeping or reporting requirements
incident to this regulation. Normal
procedures with respect to notice,
comment and deferred effective date
were not followed in connection with
these amendments because they impose
no burden and immediate action is
required for consistency with Federal
Reserve regulations. 12 CFR Part 329 is
amended as follows:

1. Section 329.1(c) and footnote la
thereto is amended as follows:

§ 329.1 Definitions.

(c) Time certificates of deposit. The
term "time certificate of deposit" means
a deposit evidenced by a negotiable or
nonnegotiable instrument which
provides on its face that the amount of
such deposit is payable:

(1) On a certain date, specified in the
instrument, not less than fourteen (14)
days after the date of the deposit.

(2] At the expiration of a specified
period not less than 14 days after the
date of the instrument- or

(3) Upon written notice to be given not
less than 14 days before the date of
repayment.',
* * * * *

2. Section 329.1(d) and footnotes 2 and
3 thereto are amended as follows:

§ 329.1 Definitions.
* * • • *t

(d) Time deposits, open account. The
term "time deposit, open account"
means a deposit other than a "time
certificate of deposit," with respect to
which there is in force a written contract
with the depositor that neither the
whole nor any part of such deposit may
be withdrawn, by check or otherwise,
prior to the date of maturity, which shall
be not less than 14 days after the date of
the deposit,2 or prior to the expiration of
the period of notice which must be given

11 If the certificate of deposit provides merely that
the bank reserves the right to require notice of not
less than fourteen (14) days before any withdrawal
is made. the bank must require such notice before
permitting withdrawaL

2Deposits. such as Christmas club accounts and
vacation club accounts, which are made under
written contracts'providing that no withdrawal shall
be made until a certain number of periodic deposits
have been made during a period or not less than 3
months, constitute "time deposits, open account."
even though some or the deposits are made within
14 days from the end o such period.

by the depositor in writing not less than
14 days in advance of withdrawals.3

3. Section 329.1(e)(1)(iii} of FDIC's
regulations is amended as follows:
§ 329.1 Definitions.

(e) Sovings deposits. (1)
(i}""(it •

(iii) In the case of both paragraphs
(e)(1)(i) and (e)(1}(ii) of this section, with
respect to which the depositor is not
required by the deposit contract but may
at any time be required tq give notice in
writing of an intended withdrawal not
less than 14 days before such
withdrawal is made 5 and which is not
payable on a specified date or at the
expiration of a specified time after the
date of deposit.

4. Section 329.5(c(2) is amended by
revising the third sentence thereof as
follows:

"§ 329.5 Wlthdrawal of savings deposits.

(c) Manner of payment of sayings
deposits.

(2) In accordance with Section
329.1(e)(iii) of this Part 329, the bank
must reserve the right to require the
depositor to give notice in writing of an
intended withdrawal (transfer) not less
than'14 days before such withdrawal
(transfer) is made. * * *

5. Section 329.101 is amended by
revising the first sentence of footnote 19
thereto as follows:

§329.101 Computation and payment of
Interest on time and savings7deposlts.

19. Part 329 of the Corporation's
regulations prescribes certain maximum
interest rates for consumer-type time
deposits (i.e.. deposits of less than
$100.000) with maturity intervals of 14
days or more and 90 days or more. * * *

The provisions of section 553(b) and
553(d) of the Administrative Procedure
Act (5 U.S.C. 553(bjand 553(d)] were not
followed in connection with the
issuance of this regulation because the
regulation is essentially non-restrictive,
expands rights conferred by prior
regulation and the public interest is best
served by its immediate issuance with
an October 30,1980 effective date.

3A deposit with respect to which the bank merely
reserves the right to require notice of not less than
14 days before any withdrawal is made is not a
"time deposit. open account." within the meaning of
the above definition.

S.* .
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(Seacs. 9 and 18, Pub. L. 81-797, 64 Stat. 881,
891, as amended 612 U.S.C, 1819 and 1828]

By order of the Board of Directors, -

October 27, 1980.
Alan J. Kaplan,
Acting Executive Secretary.
JFR Dec.80-34039 Filed 10-30-80:8:45 am [

BILLING CODE 6714-01-M

CIVIL AERONAUTICS BOARD

14 CFR Part 399

[PS-98; Docket No. 37982; Armdt. N
Part 399]

Domestic Passenger Fare Flex
Interim Policy Statement; Corr

AGENCY: Civil Aeronautics Boar

ACTION: Correction to preamble
interim policy statement.

SUMMARY: This corrects an erro
preamble to the CAB's policy st
on domestic, passenger fare flex
The pblicy statement amended
Board's upward flexibility zone
which airlines may set domestic
passenger fares between marke
48 contiguous states and the Dis
Columbia with limited risk of
suspension by the agency.

DATES: Adopted: October 21, 19
Effective: The policy was put in
September 24,1980. The amendi
14 CFR Part 399 is effective Oct
1980.

FOR FURTHER INFORMATION CON
Julien R. Schrenk, Chief, Domes
and Rates Division, Bureau of D
Aviation, Civil Aeronautics Boa
Connecticut Avenue, N.W., Wa
D.. 20428; 202-673-5298.
SUPPLEMENTARY INFORMATION:
clerical errror was made in tran
the 2nd sentence, first full parag
page 3 of the mimeo copy (2nd s
first full paragraph, column 2, 41
70431, 70432, October 24,1980).
sentence should read: "Our goa
accordingly, has been to develo
means of correcting thehistoric
understatement of short-haul cc
while maintaining a nonmileage
fare policy, if practicable."

Dated: October 27,1980.
Phyllis T. Kaylor,
Secretary.
IFR Doc. 80-33902 Filed 10-30-80, 8:45 am]

BILLING CODE 6320-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Social Security Administration

20 CFR Part 404

Coverage of Employees 'of State and
Local Governments; Interim
Regulations

AGENCY: Social Security Administration,
HHS.
ACTION: Interim.regulations.

SUMMARY: These interim regulations
o. 75 to change the rules governing the

frequency with which States and
interstate instrumentalities (which are

ibility; treated as States to the extent
ection practicable) must deposit social security

contributions on wages and salaries
d. paid to covered employees. This new
of rule will require States and interstate

instrumentalities to deposit
contributions within 30 days after the

r in the end of each calendar month in which
atement wages are paid. These regulations
ibility. reflect section 503 of the Social Security
the Disability Amendments of 1980, enacted
s within , on June 9, 1980.
c DATES: The amendments made by
ts in the paragraph No. I below become effective
strict of July 1, 1980, the same date the statutorychange became effective. Amendments'

made by paragraph No 2. become
effective January 1, 1981.

80. Comments must be received on or
to effect before December 30,1980.
ment of ADDRESSES: Written comments should'
ober 21, be submitted to the Commissioner of

Social Security, Department of Health
TACT: anad Human Services, P.O. Box 1585,
tic Fares Baltimore,.Maryland 21203.
omestic Copies of all comments received in
rd, 1825 response to this notice will be available
shington, for public inspection and copying during

regular business hours at the
A Washington Inquiries Section, Office of

scribing Governlmental Affairs, Social Security
Administration, Department of Health

graph in and Human Services, Room 1212,
entence, Switzer Building, 330 C Street, SW.,
FR Washington, D.C. 20201.

The - FOR FURTHER INFORMATION CONTACT:

Armand Esposito; Legal Assistanf, 6401
p a Security Boulevard, Baltimore,
al Maryland 21235, telephone 301-594--
sts, 7455.
e-based

SUPPLEMENTARY INFORMATION: Section
218 of the Social Sectirity Act (the Act)
(42 U.S.C. 418) requires the Secretary of
Health and Human Seririces, at a State's
request, to enter into an agreement to
provide social security coverage of the
services of employees of that State and
its local government units. All States
(and about 54 interstate

instrumentalities which are treated as
States to the extent practicable) have
such agreements. Prior to July 1, 1980
(the effective date of section 503 of-the
Social Security Disability Amendments
of 1980), section 218(e)(1) of the Act gave
the Secretary of Health and Human
Services discretion to promulgate
regulations governing when and how
often States and interstate
instrumentalities were to pay
contributions equivalent to the social
security taxes on wages. The regulations
in effect prior to July 1, 1980 (20 C,F,R.
404.1255(a)), required payment from the
States by deposit in a Federal Reserve
Bank, on or before the 15th day of the
second month after the calendar quarter
in which wages were paid. For an
interstate instrumentality, the
contribution payments for a calendar
quarter were due and payable on or
before the last day of the first month of
the next calendar quarter. These
depository requirements were
considerably less restrictive for State
and local governmental employers than
for private employers and resulted In
losses of interest earnings to the Social
Security trust funds. Consequently, the
Social Security Administration
undertook, by regulations, to accelerate
the schedule of deposits. These final
regulations (20 C,F.R. 404,1255a) were
published at 43 F.R. 54083 (November 20,
1978) with a delayed effective date of
July 1, 1980. (Section 7 of Pub, L. 94-202
precluded a change in the frequency or
due dates for payments and reports until
at least 18 months after the change had
been published in final form in the
Federal Register.) These regulations
provided that the State pay
contributions for wages paid in a month
as follows:

(a) For each of the first 2 months in a
calendar quarter the payments were to
be due on or before the 15th day of the
following month; and

(b) For the third month in the calendar
quar ter, the payments were to be due on
or before the 15th day of the second
month of the next quarter (For interstate

-instrumentalities, the payments for the
third month-were to be due on or before
the last day of the following month.).

In addition, because of the cost
savings and other advantages of annual
wage reporting, which Congress
mandated for the private employment
sector in 1978, we published final
regulations prescribing annual wage
reporting for State and local government
employers. These regulations were
published on June 28, 1979 (44 F.R,
37604), to go into effect on January 1
1981. (The delayed effective date was to
comply with Pub. L. 94-202). While these
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regulations did not make any change in
the frequency with which deposits were
to be made, we amended the regulations
(20 C.F.R. 404.1255a) to require the filing
of a contribution return when the
contributions are paid.

On June 9,1980, the Social Security
Disability Amendments of 1980, Pub. L
96-265, became law. Section 503 of that
law amends section 218(e) of the Social
Security Act to provide that States must
pay their social security contributions
within 30 days after the end of each
calendar month in which wages are
paid. That provision became effective
July 1, 1980. These regulations (which
supersede those on frequency of
deposits which were published on
November 20, 1978) reflect that statutory
change.

Section 503 also ends the previously
required 18 months delay in the effective
date of these changes to the regulations.
_ Also, to carry out the clear intent of
Congress, these regulations provide that
contributions are to be deposited no
later than the preceding workday where
the-last day for paying contributions
falls on a Federal nonworkday.

Effect on Wage Reports and
Contribution Returns

-Trhe changes in the dates
contributions are due do not affect the
date contribution returns and wage
reports are due during the period July 1
through December 31, 1980. They will
still be due quarterly rather than
monthly.

Effective January 1,1981, the annual
reporting regulations (44 FR 37604, June
28, 1979) change the date contribution
returns and wage reports will be due.
Wage reports will be due by February 28
of each year. Contribution returns,
however, are to be filed on the same
date the contribution payment is due
§ 404.1255a(c)(2)(iii)). We are not

changing this rule. However, due to the
change in the date the contributions
must be paid, there is an actual change
in the date the contribution returns must
be filed.

Justification for Interim Regulations

Since the amendments to the
regulations reflect requirements of the
statute concerning which the Secretary
has no discretion, we find that
publication with Notice of Proposed
Rule Making is unnecessary
(Administrative Procedure Act, 5 U.S.C.
553(b)(B)). Also, the statutory
requirements reflected in these
regulations are, by law, now in effect
and the results of a Notice of Proposed
Rule Making could not change the time
period nor the effective date. The new

rules for deposits of contributions are
effective July 1, 1980.

Although we are not publishing this
amendment with a Notice of Proposed
Rule Making, we are soliciting public
comments on this interim regulation.

Accordingly, these rules are adopted
as set forth below.
(Catalog of Federal Domestic Assistance
Program Nos. 13.802-13.80M. Social Security
Program.)

Dated: September 22,1980.
William J. Driver,
Commissioner of Social Security.

Approved: October 23,190.
Patricia Roberts Harris,
Secretory of Health andHuman Services.

20 CFR Part 404 is amended as
follows:

1. Effective July 1, 1980 § 404.1255a.
paragraphs (a) and (c)(5) are revised to
read as follows:

§ 404.1255a Place and time for filing
contribution returns, and wage reports and
making deposits of contributions-for
months on or after July 1, 1980.

(a) Deposits. Contribution payments
for wages paid in a month shall be made
as prescribed in § 404.1223. Except as
provided in paragraph (c)(2) of this
section, contribution payments for
wages paid in a calendar month are due
and payable within the thirty-day period
following the last day of that month.

(c)* * *
(5) Due date is a Federal nonworkday.

If the due date for paying contributions
for the wages paid in a month (as
specified in paragraph (a) of this
section) falls on a Federal nonworkday,
the contributions shall be paid no later
than the preceding Federal workday. If
the last day for filing any wage report or
contribution return falls on a Federal
nonworkday, the contribution return or
wage report may lbe filed on the next
Federal Workday

2. Effective January 1, 1981, the
heading and paragraphs (c)(2) and (c)(5)
of § 404.1255a as published on June 28,
1979, at 44 FR 37608, are revised to read
as follows:

§ 404.1255a Place and time for filing
contribution returns, wage reports, and
making deposits of contributions for -
months on or after January 1,1981.

(c) Contribution returns and wage
reports-(1) * * *

(2) When to beflled. (For the rules in
effect during the period July 1. 1980
through December 31. 1980 see 43 FR
54087. November 20.1978 and (insert FR

citation and date this material is
published)).

(5) Due date is a Federal nonworkday.
If the due date for paying contributions
for the wages paid in a month (as
specified in paragraph (a) of this
section) falls on a Federal nonworkday.
the contributions shall be paid, and the
contribution return shall be filed, no
later than the preceding Federal
workday. If the last day for filing any
wage report falls on a Federal
nonworkday, the wage report may be
filed on the next Federal workday.

(Sec. 205. 218,1102, Social Security Act; 53
Stat. 1368. as amended, 64 Stat. 514 as
amended, and 49 Stat. 647. as amended, (42
U.S.C. 405.418.1302.))
iFR Doc. O0-33811 F-ed 10-30-80 845 am] -
NLING cooe 4110-02-M

Food and Drug Administration

21 CFR Chapter I

[Docket No. 78N-0156]

Mandatory Uniform Effective Date for
Food Labeling Regulations;, Notice to
Manufacturers, Packers, and
Distributors

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is establishing
July 1, 1983 as its new uniform effective
date for mandatory compliance with all
final FDA food labeling regulations that
are published in the Federal Register
after October 31,1980.

This notice is not intended to change
existing requirements. Therefore, all
final FDA food labeling regulations
previously published in the Federal
Register that announced July 1, 1981 as
their effective date will still go into
effect on that date. Final regulations
published in the Federal Register with
effective dates earlier than July 1,1981
(e.g., July 1.1979) are also unaffected by
this notice.

FDA periodically has announced
uniform effective dates for mandatory
compliance with new labeling
requirements because the economic
impact of requiring individual label
changes on separate dates would
probably be substantial. In addition,
industry needs sufficient lead time to
make label changes and the current
uniform effective date of July 1,1981 is
less than 1 year away. Therefore, the
agency has concluded that a new
uniform effective date should be
established.
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EFFECTIVE DATE: July 1, 1983 for
mandatory compliance with food
labeling regulations published after
October 31, 1980.
FOR FURTHER INFORMATION CONTACT:

Bob Lake, Bureau of Foods (HIFF-302),
Food and Drug Administration, 200 C St.
SW., Washington, D.C. 20204, 202-245-
1254.

SUPPLEMENTARY INFORMATION: FDA
periodically issues various regulations
for packaged food. If these labeling
changes were individually required on
separate dates, the cumulative economic
impact on the food industry of frequent
changes would probably be substantial.
Therefore, the agency periodically has
announced uniform effective dates for
mandatory compliance with.new food
labeling requirements (e.g., the Federal
Register of September 29, 1978 (43 FR
44830)). Use of a uniform effective date
also provides for an orderly and
economical industry adjustment to new
labeling requirements-by allowing
sufficient lead time to plan for the use of
existing label inventories and the
development of new labeling materials.
The agency believes that this policy
serves consumers' interest as well
because the increased cost of multiple
short term label revisions that would
otherwise occur would likely be passed
on to consumers in the form of higher
food prices.

The agency has decided that a new
uniform effective date of July 1, 1983
should be established for future FDA
regulations requiring changes in food
labels where special circumstances do
not justify a different effective date.
Adtion.is appropriate now because the
current uniform effective date is less
than-1 year away. The agency has
selected July 1, 1983 to ensure adequate
time for implementation of the food
labeling regulations FDA is currently'
planning to propose and finalize in the
next couple of years.

Some of, the types of regulatory action
that FDA plans to take were described
in a notice of intent.that FDA published
in the Federal Register of December 21,
1979 (44 FR 75990) in conjunction with
the U.S. Department of Agriculture's
Food Safety and Quality Service and the
Federal Trade Commission's Bureau of
Consumer Protection. That notice
described the.three agencies' tentative,
.positions on a number of food labeling
issues. As that notice indicates, FDA is
committed to regulatory action designed
to provide the consumer with
infornmation- concerning the ingredients
and nutritional qualities of packaged
food and to present the information in a
uniform and understandable manner.

The agency may also publish other food
labeling regulations during this period.

The agency recognizes that if they
become final ruls, some of these
regulatory initiatives may have broad
application and that some food labels
may be affected by a number of

changes. Therefore, FDA is selecting a
new uniform effective date which is
sufficiently far in-advance to allow
ample time for industry to exhaust
existing label inventories and obtain
new labeling materials fully complying
with new requirements no later than the
new date.

The agency encourages industry,
however, to comply with new labeling
regulations earlier than the required
date wherever this is feasible. Thus,
when industry members voluntarily
change their labels, FDA believes that it
is appropriate that they incorporate any
new requirements which have been
published as final regulations up to that
time.

The new mandatory uniform effective
date will apply only to final FDA food
labeling regulations published after
October31, 1980. Those regulations will
specifically identify July 1, 1983 as their

- effective date for compliance. If any
food labeling regulation involves special
circumstances that-justify an effective
date other than July 1, 1983, the agency
will determine for that regulation an
appropriate effective date that will be
specified when the regulation is
published.

The current mandatory uniform
effective date of July 1, 1981 for new
final regulations affecting the labeling of
food products was announced in the
Federal Register of September 29, 1978
(43 FR 44830). Foods initially ihtroduced
or initially delivered for introduction
into interstate commerce on or after July
1,.1981 are still required to comply with
any final FDA regulations that identify
July 1, 1981 as their effective date for
compliance.

Dated: October 24,.1980.
Joseph P. Hile,
Associate Commissioner forRegulatory
Affairs.
IFR Doc. 80-33727 Filed 10-30-80: 8:45 aml
BILLING CODE 4110-03-M

21 CFR Parts 73, 81 •

[Docket No. 80N-0447]

- Lead Acetate; Listing As a Color
Additive ifCosmetics That Color the
Hair on the Scalp

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is permanently
listing lead acetate for use as a color
additive in cosmetics that color the hair
on the scalp. FDA concludes that lead
acetate.is suitable and safe for that use.
This~rule also deletes the colo additive
from the provisional list.
DATES: Written objections by December
1, 1980 effective December 1, 1980, All
affected products initially introduced or
initially delivered for introduction into
interstate commerce on or after
December 1, 1981 shall fully comply with
this regulation.
ADDRESS: Written objections may be
sent to the Dockets Management Branch
(formerly the Hearing Clerk's office)
HFA-305), Food and Drug

Administration, Rm. 4-82, 5600 Fishers
Lane, Rockville, MD 20857,
FOR FURTHER INFORMATION CONTACT:
Andrew D.,Laumbach, Bureau of Foods
(HFF-334), Food and Drug
Administration, 200 C St. SW.,
Washington, D.C. 20204, 202-472-5690.
,SUPPLEMENTARY INFORMATION:

I. Introduction

The Color Additive Amendments of
1960 (the Amendments) require FDA
premarket clearance of any color
additive I which is intended to'be used
or which is represented for use in or on
food, drugs, devices, or cosmetics 2

(section 706 of the Amendments (21
U.S.C. 376).3 Under the Amendments a

'The term "color additive" is defined by section
201(t) of the Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 321(t)) as follows:

(t)(1) The term "color additive" means a material
which-

(A] Is a dye, pigment, or other substance made by
a process of synthesis or similar artifice, o-r
extracted, isolated, or otherwise derived, with or
without intermediate or final change of identity,
from a vegetable, animal, mineral, or other source,
and

(B) When added or applied to a food, drug, or
cosmetic, or to the human body'or any part thereof,
is capable (alone or through reaction with other
substance of imparting color thereto:

Except that such term does not Include any
material which the Secretary, by regulation,
determines is used (or intended to be used) solely
for a purpose or purposes other than coloring,

(2) The term "color" includes black, while, and
intermediate grays.2Hair dyes utilizing lead acetate as a colorant
meet the statutory definition of"cosmetia" which Is
defined by section 201(i) of the act (21 U.S,C. 321(1))
as follows:

(i)(1) The term "cosmetic",means (1) articles
intended to be rubbed, poured, sprinkled, or
sprayed on, introduced into, or otherwise applied to
the human body or any part thereof for cleansing,
beautifying, promoting attractiveness, or altering the
appearance, and (2) articles Intenaled for use as a
component of any such articles: except that such
term shall not include soap.

3All functions of the Secretary of the Department
of Health and Humdan'Services in administering the

.act have been delegated to the Commissioner of
Food and Drugs (Z CFR 5,1(a)),
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color additive may be approved and
listed permanently if there are sufficient
data establishing that it is safe for its
intended use(s).

Section 203(b) of the Transitional
Provisions to the Amendments, 21 U.S.C.
376 note (Transitional Provisions),
provides that any color additive in
commercial use prior to the enactment
date of the Amendments (July 12, 1960)
shall be deemed provisionally listed
pending completion of scientific
investigations necessary to determine
the safety of the additive in accordance
with the Amendments.

Section 81.1 of the color additive
regulations (21 CFR 81.1) identifies those
color additives that are provisionally
listed along with their respective
"closing dates." A closing date is the
last day upon which a provisionally
listed color can be used legally, absent
an approval of a color additive petition
and its permanent listing. (See section
203(a)(1) of the Transitional Provisions.)

The color additive lead acetate has
been provisionally listed since the
enactment of the Amendments. During
that time, a series of toxicological and
absorption studies has been performed.
As discussed below, based upon the
evaluation of these and other pertinent
data, the agency concludes that lead
acetate is safe as a hair dye. FDA is
therefore permanently listing lead
acetate as a color additive in cosmetics
used to color hair on the scalp.
II. The Procedural History of Lead
Acetate

Lead acetate is a metallic salt color
additive which had been used in
cosmetic hair dyes before the enactment
of the Amendments. Thus, under the
Amendments, lead acetate, like other
metallic salt colors, and vegetable-based
hair colors, was deemed provisionally
listed on July 12,1960.

In the Federal Register of December
10, 1963 (28 FR 13374), FDA issued a
notice in response to industry petitions
in which metallic salt and vegetable
color manufacturers were advised that
their products were not eligible for the
coal-tar hair dye exemption to the
premarket clearance requirements of the
Amendments 4 and that these colorants
were oblor additives subject to all the
requirements of the Amendments. In
addition, this notice requested the
submission of data with respect to
individual colors so that the agency

I CQal-tar hair dyes labeled with a warning legend
advising that their use may cause skin irritation are
exempt from the cosmetic adulteration provision of
the Act and the premarket clearance requirements
of the Amendments. See sections 601(a) and 706(a)
of the act (21 U.S.C. 361(a) and 376(a)); Toilet Goods
Association v. Finch. 419 F.2d 21 (2d Cir. 19).

could make determinations whether
they should be permanently or
provisionally listed color additives. The
agency advised that no regulatory action
would be taken against the metallic salt'
and vegetable colorants until that
determination was made and notice of
their status was published in the Federal
Register. However, the only data
received in response to this notice were
submitted in support of a listing petition
for the vegetable base color henna,
which was thereafter permanently listed
for use as a hair color.

A second notice was published in the
Federal Register of January 31, 1973 (38
FR 299) stating that only those metallic
salts or vegetable colorants for which
petitions had been filed by July 30,1973,
could continue to be marketed.
Subsequently, a petition was received
by FDA from the Committee of the
Progressive Hair Dye Industry
requesting the listing of lead acetate as
a color additive in cosmetic hair dyes.
Notice of filing for this petition appeared
in the Federal Register of June 29, 1973
(38 FR 17260). Lead acetate was
specifically added to the codified
provisional list, effective January 1,
1974, by a regulation published in the
Federal Register of March 13,1974 (39
FR 967).

The closing date for the provisional
listing of lead acetate has been
postponed on various occasions pending
the performance, completion, and
evaluation of toxicological and
absorption studies. The Federal Register
of March 3,1978 (43 FR 8790) details
each postponement up to that time.

By 1978, it was settled scientifically
that lead acetate used as a hair dye
would present no risk to the public
health from the standpoint of classical
lead toxicity (lead poisoning) (43 FR
8791; March 3,1978). However, it had
been established conclusively through
animal feeding testing in the 190's and
1960's that lead acetate was an animal
carcinogen in two species, the mouse
and the rat, id. Yet, because the limited
human epidemiological data were
considered equivocal, a definitive
conclusion whether lead was a human
carcinogen could not be reached, id.

In addition, the scientific evidence did
not establish conclusively whether lead
acetate hair dyes would be absorbed
through the scalp. While previous
percutaneous absorption studies of lead
acetate indicated that lead acetate is
unlikely to be absorbed under test
conditions, the data did not demonstrate
adequately whether or not systemic
absorption occurred (42 FR 62497;
December 13,1977 and 43 FR 8790.
March 3,1978). If the color additive were
not absorbed, the carcinogenicity data

could be disregarded as not relevant to
human exposure, and the applicable
anticancer clause in the Amendments, -

section 706(b)(5](B), would not become
an issue. The petition to permanently
list lead acetate could then be
considered solely under the general
safety provisions of the Amendments,
section 706(b)(5)(A) (i) through (iv). To
resolve these issues the agency
recognized the need for the performance
of a definitive absorption study:

* "The Commissioner agrees that present
scientific evidence does not provide
definitive support for a conclusion that lead
is a human carcinogen. however, on the basis
of the studies that show lead acetate to be a -

carcinogen in animals, the possibility that
lead acetate may be absorbed
percutaneously must be explored carefully
(43 FR 8791: March 3,1978).

Because lead is ubiquitous in the
environment, the major problem
inherent in determining the likelihood of
percutaneous absorption of lead is the
variable "background" level tht is
always present in humans. Humans are
exposed to lead from numerous sources,
including lead found unavoidably in the
food, the water, and the air. As a result
of the variation of lead in these sources,
human lead intakes have not been
precisely defined. However, estimates
based on scientific data indicate that
lead intake from food sources for adults
can range from 100 to 500 micrograms
(jig) per day, with an average of
approximately 250 mg. Current
Environmental Protection Agency water
standards allow a calculation of a
maximum intake of approximately 100
pjg/day for adults. Estimations of daily
human lead intake from air sources vary
among geographical locations. In the
urban setting, estimations of intake
range from 20 jig to 400 pg/day, whereas
the nonurban areas have an estimated
intake of about 2 pg/day. While it now
appears that exposure to these sources
of lead may be reducible in some
instances, it is not possible to totally
eliminate lead intake in man. Therefore.
with these estimated values for human
exposure to lead, it is possible to
determine an average daily level of
human lead absorption into the blood of
approximately 35 pg with the actual
amount possibly being higher. These
fluctuating lead values represent the
"background" (43 FR 8792; March 3,
1978). The scientific data estimating
human lead intake are on file in the
Dockets Management Branch under the
"Lead in Food" docket, 79N-0200.

The question of percutaneous
absorption of lead presented difficulties
because it required a determination of
what level of increase over the
"background" must be detectable to
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permit a scientific conclusion that no
significant absorption wduld occur from

'the use of lead acetate as a hair dye. To
determine a level of absorption which,
in terms of analytical chemistry
methodology, would be considered
significant. FDA concluded:

* that any study intended to establish
thatfuse of lead acetate as a hair color does
not result in significant percutaneous
absorption of lead must include a method.
capable of detecting approximately 1
microgram of absorbed lead above and
beyond the normal background (43 FR 8793;
March 3, 1978).

Combe, Inc., a member of the
Committee of the -Progressive Hair Dye
Industry, submitted a protocol fora
radioactive tracer study as a way of
determining absorption of lead in which
the problem of the fluctuating
"background" could be eliminated.
Under this study protocol, the issue of
how to determine an increase -over
normal lead "background" does not
arise because there are no endogenous
levels of radioactive lead in humans (43
FR 8793; March 3, 1978). The closing
date for lead acetate was extended until
December 31, 1978, to allow for the
completion and evaluation of the
radioactive tracer study, id.

In the Federal Register of January 2,
1979 (44 FR 45), the closing date was
further postponed until March 1, 1979, to
provide FDA additional time to
complete its evaluation of the
radioactive tracer absorption study. In
the Federal Registdr of Mardh 6, 1979 (44
FR 12205), FDA proposed another
postponement. In that notice, the agency
announced that it had completed-its
evaluation of the absorption study and
found that a miniscule amount,
approximately 0.5,/tg per application ('/2
of one millionth of a gram), was shown
to penetrate the skin (Ref. 2). But the
issue of whether lead, the toxic
component in lead acetate, presented a
cancer risk to humans remained
unresolved. The agency expected that
information bearing on this issue would
be submitted in response to its planned
advance notice of proposed rulemaking
(ANPR) on lead'in food. FDA therefore
postponed the closing date to March 1,
1980 in the Federal Register of August
31, 1979 (44 FR 51233).

The ANPR on lead in food was
published in the Federal Register of
August 31, 1979'(44 FR 51216). The
comment period on the ANPR, originally
scheduled to close on November 29, was
extended to February 29, 1980 (44 FR
67673; November 27; 1979). Accordingly,
the closing date for lead acetate was -
also postponed for 90 days to June 30,
1980 (45 FR 11799; February 22, 1980).
The current closing date of October 31,

1980, was established by a regulation
published in the Federal Register of June
24,1980 (45 FR 42255).

•III. The Legal Standards and'Their
Applicability to'Lead Acetate

Under sectiofi 706(b)(4) of the
.Amendments, a color additive cannot be
permanently listed unless the evidence
establishes that it is "safe." This is
referred to as the "general safety
clause" for color additives. In addition
to passing muster under the general
safety clause, a color additive must also
pass the test laid down by the color
additive anticancer (Delaney) clause in
section 706(b)(5)(B) of the Amendments.
The general safety clause will first be
discussed as it applies to risks other.
than carcinogenicity. A discussion of
carcinogenicity under the anticancer
clause and the general safety clause will
follow.

The term "safe" is not defined in the
general safety clause, nor is it defined
elsewhere in the act. However, the
legislathie history of the Amendments
incorporates by reference the same
meaning for the word "safe" that is
applicable to food additives under the
Food Additives 'Amendment of 1958.
(See H.R. Rept. No. 7624, 86th Cong., 2d
Sess,, p. 776 (1960).] The legislative
history of the Food Additives
Amendment of 1958 makes clear that the
term "safe" was not intended to require
absoluteproof of safety. The House
Report states:

*** Safety requires proof of a reasonable
. certainty that no harm will result from the

proposed use of an additive. It does not-and
cannot-require proqf beyond any possible
doubtthat no harm will result-under any
conceivable circumstance.

* This was emphasized particularly by the
scientific panel which testified before the
subcommittee. The scientists pointed out that
it is impossible in the present state of
scientific knowledge to establish with
compl&te certainty the absolute harmlessness
of any chemical substance. (H.R. Rept. No.
2284, 85th Cong., 2d Sess., pp. 4-5 (1958)
[Emphasis added],)

Thus, FDA's regulations provide that a
coloradditive is "safe" if "there is
convincing evidence that establishes
with reasonable -certainty that no harm
will result from the intended use of the
color additive." (21 CFR-7O.3(i).) '

The factors to be-conbidered for
determining the safety of a color
additive are provided in section
706(b)(5)(A) (i) through (iv) of the
Amendments; they include the probable
consumption of the c6Ilor additive, the
cumulative effect of the color additives,
if any, in-the di6t of man or animals, the
application of safety factors, and the
availability of any needed practicable

methods of analysis for determining tho
identity, quality, and purity of the color
additive.

FDA has fully reviewed all the
scientific data submited in support of
the lead acetate petition and the
comments germane to the petition
received in response to the ANPR on
lead in food. On the basis of this review
the agency reaffirms its conclusion,
previously set forth (44 FR 12200; March
6, 1979),.that lead acetate is safe from
the standpoint of classical lead toxicity
(lead poisoning).

This conclusion is based upon the
insignificant increase of lead in normal
human blood levels from lead acetate
hair dyes. The average person has a
steady-state blood level of
approximately 171tg of lead per 100
milliliters of blood which is retained out
of the 35 ptg lead that is absorbed and
retained per day from the no'mal human
lead intake of 100 to 500 g from all
sources. The increase in the amount of
human lead absorption from the use of
lead acetate hair dyes would have no
discernible effect on this steady-state
blood level. The Joint FAO/WHO
Expert Committee on Food Additives
(Rept. No. 505) (Ref. 4) has established a
piovisional tolerable 'weekly intake of
lead for idults of 3 milligrams per week,
or 428 ug/per day. Moreover, the
population exposed to lead in hair dyes
is limited to adults who, in terms of
susceptibility to lead poisoning, are not
a high-risk group as' compared to
children. Exposure to lead from hair
dyes would be limited even among
adults because the infrequency of their
use is an inherent check on the total
individual exposure. Hair dyes thus do
not present a potential problem of
extremely high use'by particular
individuals. In sum, the lead poisoning
evidence, taken as a whole, shows lead
acetate in hair dyes to be safe.

Thus, the only issue now before the
agency is whether the petition to
permanently list lead acetate for use In
hair dyes can be approved in light of the
evidence that the substance is an animal
carcinogen and is absorbed through the
skin. As noted, this evidence must be
evaluated under both the anticancer
clause and the general safety clause.
The anticancer clause will be discussed
first.

The color addidve Delaney s
anticancer clause consists of two parts:
one is applicable to ingested additives,
the other to non-ingested additives. The
first section (section 706(b)(5)(B)(i) of the

aLike its food additive (section 409(c)(3)(A) of the
act) and animal drug (section 512(d)(l(lH) of The act)
counterparts, the color additive anticancer clause. Is
called a "Delaney" clause after Its Congressional
sponsor. Congressman James 1. Delaney.
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Amendments) provides that a color
additive:

. * * shall be deemed unsafe, and shall
not.be listed, for any use which will or may
result in ingestion of alf or part of such
additive, if the additive is found by the
Secretary to induce cancer when ingested by
man or animal, or if it is found by the
Secretary, after tests which are appropriate
for the evaluation of the safety of additives
for use in food, to induce cancer in man or
animal.

This provision is limited to uses that
will or may result in ingestion; it does
not, therefore, apply to the use of lead
acetate in hair dyes.

The applicable provision is the second
section of the color additive Delaney
Clause (section 706(bJ(5)(B)(ii] of the
Amendments], vhich states that a color
additive:
* * * shall be deemed unsafe, and shall

not be listed, for any use which will not result
in ingestion of any part of such additive, if,
after tests which are appropriate for the
evaluation of the safety of additives for such
use or after other relevant exposure of man or
animal to such additive, it is found by the -
Secretary to induce cancer in man or animal.

There is a significant difference
between these two parts of the color
additive Delaney Clause. The first part,
the "ingestion clause," like the food
additive Delaney Clause, section
409(c)(3)(A] of the act (21 U.S.C.
348(c){3)(A)), makes an animal ingestion
study demonstrating carcinogenicity an
absolute bar to the approval of a
petition for an ingested color additive. A
finding of carcinogenicity alone renders
the additive "unsafe" as a matter of law.

The second part, the "non-ingestion
clause:' does not make an animal
ingestion study demonstrating carcino-
genicity an absolute bar to the approval
of a petiton for a non-ingested color
additive.6 Instead, it requires the agency
to make one of two additional findings:

1. That the tests relied upon to
conclude that the substance is an animal

'Analogously. Congress, in enacting the Animal
Drug Amendments of 1968, changed the traditional
absolute Delaney language in the food additive
anticancer clause. Thus. 21 U.S.C. 360(d)(1)(l-1
requires that any animal drug that has been shown
to cause cancer in man or animal be deemed
"unsafe" "except"where "no residue" of the drug is
found in any edible portion of the animal tissue
(emphasis supplied.) Like the "appropriate" and
"relevant" language in the non-ingestion color
additive Delaney Clause. the "no residue" language
in the animal drug Delaney Clause eases the
absolute prohibition of the food additive Delaney
Clause. FDA has reasoned, in proposing to interpret
the language of the animal drug Delaney Clause.
that where an animal drug is shown to be
carcinogenic. "no residue" should be defined in
terms of an amount of residue that would pose a
"socially accepted level of risk'" of one cancer per
million lifetimes. (See FDA proposed rule. "Criteria
and Procedures for Evaluating Assays for
Carcinogenic Residues," (44 FR 17070 March 20,
1979].)

or human carcinogen are "appropriate
for the evaluation of the safety of
additives" for the particular use under
review; or,

2. That other exposure of man or
animal "relevant" to the substance
shows it to be a carcinogen.

In other words, by requiring an
additional finding as to
"appropriateness" or "relevance" of
data, Congress distinguished the non-
ingestion clause from the ingestion
clause. Thus, to interpret the non-
ingestion color additive Delaney Clause
to mean that a positive animal feeding
study is a per se bar to the permanent
listing of a non-ingested color additive
would eliminate the criteria of
"appropriateness" and "relevance" from
the statute itself. This would render
section 706(b)(5(B)(ii) of the
Amendments indistinguishable from
section 706(b][5)B)(i). Such a result
would clearly ignore the plain words
Congress chose in drafting this
legislation. See International
Brotherhood of Teamsters v. Daniel, 439
U.S. 551, 558 (1979). Additionally, this
interpretation would not be supported
by the legislative history.

In testimony on the proposed Color
Additive Amendments of 1960 before
the House Committee on Interstate and
Foreign Commerce, Secretary Flemming
of the Department of Health, Education.
and Welfare, stated that the Delaney
Clause applicable to ingested additives
was not the same as the Delaney Clause
applicable to external colorants:

The Chairman. * ' ' ITihese two bills, the
House and Senate bills, are identical, with
the exception of page 10 in the House Bill,
which has reference to the Delaney
Amendment-is that identical with the
amendment in the food additive law. except
in that respect?

Secretary Flemming. It is not identical
because of colors that are applied to external
ports.

The Chairman. Except as to colors?
Secretary Flemming. This is right-except

for the changes that have to be made in order
to adapt it to the color situation-except for
that, it is identical, so far as the policy issue
is concerned. H.R. Rept. No. 7024.86th Cong.,
2d Sess.. p. 102 (1900) (Emphasis added).

This is the first instance where the
agency must decide the applicability of
the Delaney Clause to a non-ingested
color additive. Specifically, the agency
must decide whether animal feeding
studies showing lead to be carcinogenic
are "appropriate" or "relevant" for the
purpose of applying section
706(b](5(B](ii) to lead acetate hair dyes.

It should be noted that the agency
must make an affirmative finding of
either "appropriateness" or "relevance"
(44 FR 12206; March 6,1979). In so doing,
FDA must make a scientific judgment

involving an exercise of discretion not
permitted under the more traditional
and absolute food additive and ingested
color additive Delaney Clauses (see 21
U.S.C. 348(c](3)(A) and 376(b][5)[B}(i]; 44
FR 12206; March 6,1979).

As discussed below, after a thorough
evaluation of all available scientific
evidence relevant to the issue, the
agency cannot find that the animal
feeding studies are either "appropriate"
or "relevant" for making the safety
determination for lead acetate hair dyes
under section 706[b)(5)1B[(ii] of the
Amendments. This conclusion is based
upon the unusual combination of
scientific facts peculiar to lead acetate
in hair dyes. a combination which will
rarely, if ever, be presented again in this
context.

The required finding of "appropriate"
or "relevant" cannot be made here for
the following combination of reasons:

1. The Combe, Inc. radioactive tracer
skin absorption study (Ref. 2). in
attempting to identify whether systemic
absorption of lead occurred following
the application of the hair dye,
demonstrated that on an average only
0.5 pg of lead per application penetrates
the skin. Conventional analytical
methods could not detect so small an
amount of lead. Indeed, the agency
believed prior to the performance of the
study that absorption would not be
considered significant, in an analytical
sense, unless found to be greater than 1
jig. On the basis of that study, it is
estimated that frequent users of lead
acetate hair dyes who might apply the
hair dye as often as twice per week,
could have an average daily absorption
of lead from that source of 0.3 pg (%o of
one millionth of a gram). As stated in
Section I above, this compares to an
average human absorption of lead from
air, food, and water of approximately 35
pig/per day. Thus, the average user of
lead acetate hair dye might increase his
or her body lead burden by less than I
percent. Such an increase of absorbed
lead from hair dyes over the normal
human "background" levels of lead does
not augment the existing risk of acute or
chronic lead toxicity, including cancer,
in any clearly discernible, much less
significant, manner.

2. The scientific data submitted to
FDA concerning the issue of whether
lead is a human carcinogen are not
sufficient for substantiating a direct
correlation between lead exposure and
human carcinogenicity." However, even

?FDA has presiously announced that if the issue
of whether lead is or is not a human carcinogen
could not be resolved, it would apply its standard
cancer nsk identirication policy Ji.e.. where there
exists systemic absorption of a substance and

Footnotes continued on next page

72115



72116 Federal Register / Vol. 45, No. 213 / Friday, October 31, 1980 / Rules and Regulations

if a direct correlation could be made, the
human cancer risk from the use of lead
acetate hair dye would be a clearly
insignificant one. In the course of the
safety evaluation of this petition, FDA
considered risk assessments prepared
by FDA staff personnel (Ref. 3) and Dr.
Richard Wilson of Harvard University
on behalf of Combe, Inc., (Ref. 1). These
assessments were performed
independently; yet they reached very
similar conclusions. Using "worst case"
risk estimates extrapolated from the
animal toxicity data (i.e., assuming
carcinogenicity), the agency calculated
that the upper limit of lifetime cancer
risk from the use of lead acetate in hair
dyes was approximately two in ten
million lifetimes. Dr. Wilson's risk
assessment calculated that the upper
limit lifetime cancer risk from lead
acetate in hair dyes was about one in
eighteen and one half million lifetimes.
The disparity in the upper limit lifetime
risk derived by these assessments can
be attributed to slight differences in the
assumptions underlying each
assessment. These very conservative
risk assessments support a conclusion
that any risk likely to result from use of
lead acetate hair dye cannot be
considered significant in terms of public*
health prdtection.

.Having considered the trivial amount
of lead absorption in relation to the ever
present normal lead "background" in
humans and recognizing that, even'if a
hunman cancer risk exists from the use of
lead acetate hair dyes, such an added
risk would be minute, FDA concludes
that lead acetate, by any reasonable
standard, is safe for use in hair dyes.
Because FDA regards this use of lead-
acetate to be safe, the agency is unable
to conclude that the studies showing
lead acetate to be an animal.carcinogen
are "appropriate" or "relevant" for the
.purpose of applying the non-ingested
color additive Delaney Claus6.

The reasoning-that leads FDA to
conclude that lead acetateis safe and
that the Delaney Clause cannot be
invoked also justifies the conclusion*
that lead acetate hair dyes satisfy the
general safety provisions under section
706(b)(5J(A)(i) through (iv) of the
Amendments. On this issue, the
petitioner has the burden of proof.
Certified Color Mapufacturers
Footnotes continued from last page
animal feeding studies showing carcinogenic effect,
the substance is presumed to present a human
cancer risk) and conclude that lead acetate hair
dyes present human cancer risk (44 FR 12207: March
0, 1979). However. for all the reasons specified in
this document, the agency now concludes thq
application of that policy to the peculiar scientific
facts relative to lead acetate hair dyes is
Inappropriate.

Association v. Mathews, 543 F. 2d 284
(D.C. Cir. 1976).

As discussed above, Congress did not
intend to require that safety be proved
to an absolute certainty, recognizing the
limits that exist on society's ability to
assure itself of a complete absence of
risk. In this context and as discussed
above, FDA must consider three factors
peculiar to load acetate: the significant
human background exposure to lead; the
almost infinitesimally low absorption of
lead from lead acetate hair dyes,8

especially when contrasted to the'
human background exposure; and the
very low potential added risk (in a range
between one in five million to one in
eighteen million) presented. Based on
these-factors, FDA concludes that lead
acetate hair dyes are safe under the
"reasonable certainty of no harm"
standard established by Congress.

Advances in the ability of analytical..
chemists to detect infinitesimally smalf
amounts of substances-such as was
seen by the Combe, Inc., radioactive
absorption study on lead acetate-are
forcing FDA to confront for the first time
the significance of potential risks on the
order of those -associated with lead
acetate hair dyes. As discussed in

- footnote.6, FDA has suggested that an
increased risk of cancer of one in one
million over the lifetime of the

population to be "acceptable" and thus
safe by the standard of reasonableness
established by Congress.-The potential
risks from lead acetate are substantially
lower than one in one million..

FDA understands that there is a
Congressional expectation that the
agency will be very conservative in
determining whether and to what extent
additives should be permitted in the
Nation's foods, drugs, devices, and
cosmetics. The agency recognizes also
that Congress in'icated that FDA should
be reasonable in applying the Delaney
Clause to those additives. (See H.R.
Rept. No. 7624, 86th Cong., 2d Sess., pp.
214, 790, and 802-803 (1960).) Under the
particular facts present here, FDA
believes that approval of-the color
additive petition for lead acetate hair
dyes to be consistent with both its
mandate to protect the public health and
the standard of reasonableness
established by Congress.

Increasingly, the courts too are
recognizing the discretion inherent even
in the most rigorous public health

3Absorption of lead acetate can occur in greater
amounts through abraded skin. However, hair dyes
containing lead acetate are-labeled with directions
that advise the user that the product should not be
used.on cut or abraded skin. The agency believes
that labeling instructions of this type minimize the
likelihood of absorption under actual conditions of
use.

statutes to disregard potential risks that
are so trivial as to present no public
health or safety concern. Cf. Industrial
Union Department, AFL-CIO v,
Marshall, 48 L.W. 5022, 5037 (July 2,
1980); Volkswagenwerk, A.G. v. Federal
Maritime Commission, 390 U.S. 261,
276-277 (1968); Alabama Power
Company v. Costle, -F.2d- (D.C.
Cir. 1979) No. 78-1006, December 14,
1979); Monsanto v. Kennedy, 613 F.2d
947, 955 (D.C. Cir. 1979); United Glass
and Ceramic Workers of North
America, AFL-CIO v. Marshall, 584 F.2d
398, 407-408 (D.C. Cir. 1978); District of
Columbia v. Orleans, 906 F.2d 957, 959
(D.C. Cir. 1968).

Conclusion
For the reasons discussed in this

document, FDA finds the color additive
lead acetate to be safe for use in
cosmetics that color the hair on the
scalp and grants the petition to
permanently list lead acetate for that
use.
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With permanent listing, the
provisional entry for lead acetate in
§ 81.1(g) (21 CFR 81.1(g)) will become
obsolete. That entry is being deleted
from the regulation. Elsewhere in this
issue of the Federal Register, the agency
is extending the current provisional
listing for lead acetate to December 31,
1980. This extension is pecessary to
accommodate the 30-day objection
period and the evaluation of any

.objections submitted in response to this
rule.

The agency has determined under 21
CFR 25.24(d)5) (proposed December 11,
1979; 44 FR 71742) that this action is of a
type that does not individually or
cumulatively have a significant impact
on the human environment. Therefore,
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neither an environmental assessment
nor an environmental impact statement
is required.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 706(b), (c),
and (d), 74 Stat. 399-403 (21 U.S.C.
376(b), (c), and (d))) and the Transitional
Provisions of the Color Additive
Amendments of 1960 (Title II, Pub. L. 86-
618, sac. 203, 74 Stat. 404-407 (21 U.S.C.
376, note)), and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.1), Parts 73 and 81
are amended as follows:

PART 73-LISTING OF COLOR
ADDITIVES EXEMPT FROM
CERTIFICATION

1. Part 73 is amended in Subpart C by
adding new § 73.2396 to read as follows:

§ 73.2396 Lead acetate.
(a) Identity. The color additive lead

acetate is the trihydrate of lead (2+)
salt of acetic acid. The color additive
has the chemical formula Pb
(OOCCH.}).3H0).

(b) Specifications. Lead acetate shall
conform to the following specifications
and shall be free from impurities other
than those named to the extent that such
impurities may be avoided by good
manufacturing practice:
Water-insoluble matter, not more than 0.02

percent.
pH (30 percent solution weight to volume at

25' C), not less than 4.7 and not more than
5.8.

Arsenic (as As), not more than 3 parts per
million.

Lead acetate, not less than 99 percent
Mercury (as Hg), not more than I part per

million.

(c) Uses andrestkictions. The color
additive lead acetate may be safely
used in cosmetics intended for coloring
hair on the scalp only, subject to the
following restrictions:

(1) The amount of the lead adcetate in
the cosmetic shall be such that the lead
content, calculated as Pb, shall not be in
excess of 0.6 percent (weight to volume).

(2) The cosmetic is not to be used for
coloring mustaches, eyelashes,
eyebrows, or hair on parts of the body
other than the scalp.

(d) Labeling requirements. (1) The
lable of the color additive lead acetate
shall conform to the requirements of
"§ 170.25 of this chapter, and bear the
following statement or equivalent:

Wash thoroughly if the product comes into
contact with the skin.

(2) The lable of the cosmetic
containing the color additive lead
acetate, in addition to other information
required by the act, shall bear the

following cautionary statement,
conspicuously displayed thereon:

CAUTION: Contains lead acetate. For
external use only. Keep this product out of
children's reach. Do not use on cut or
abraded scalp. If skin irritation develops.
discontinue use. Do not use to color
mustaches, eyelashes, eyebrows, or hair on
parts of the body other than the scalp. Do not
get in eyes. Follow instructions carefully and
wash hands thoroughly after each use.

(e) Exemption for certification.
Certification of this color additive for
the prescribed use is not necessary for
the protection of the public health and
therefore batches thereof are exempt
from the certification requirements of
section 706(c) of the act.

PART 81-GENERAL SPECIFICATIONS
AND GENERAL RESTRICTIONS FOR
PROVISIONAL COLOR ADDITIVES
FOR USE IN FOODS, DRUGS, AND
COSMETICS

§ 81.1 [Amended]
2. Part 81 is amended in § 81.1

Provisional lists of color additives in
paragraph (g) by deleting the entry
"Lead acetate."

Any person who will be adversely
affected by the foregoing regulation may
at any time on or before December 1,
1980, file with the Dockets Management
Branch (HFA-305), Food and Drug
Administration, Rm. 4-62,5600 Fishers
Lane, Rockville, MD 20857, written
objections thereto. Objections shall
show wherein the person filing will be
adversely affected by the regulation.
specify with particularity the provisions
of the regulation deemed objectionable,
and state the grounds for the objections.
Objections shall be filed in accordance
with the requirements of 21 CFR 71.30. If
a hearing is requested, the objections
shall state the issues for the hearing,
shall be supported by grounds factually
and legally sufficient to justify the relief
sought, and shall include a detailed
description and analysis of the factual
information intended to be presented in
support of the objections in the event
that hearing is held. Four copies of all
dqcuments shall be filed and should be
identified with the docket number found
in brackets in the heading of this
regulation. Any objections received in
response to the regulation may be seen
in the Dockets Management Branch
between 9 a.m. and 4 p.m., Monday
through Friday.

Effective date. This regulation shall
become effective December 1.1980.
except as to any provisions that may be
stayed by the filing of proper objections.
All affected products initially introduced
or initially delivered for introduction
into interstate commerce on or after

December 1.1981, shall fully comply
with this regulation. Notice of the filing
of objections or lack thereof will be
given by publication in the Federal
Register.

(Sec. 706(b). (c). (d), 74 Stat. 399-403 (21
U.S.C. 376(b), (c). and (d)]. sec. 203. Pub. L
86-618, 74 Stat. 404-407 (21 U.S.C. 376, note)).

Dated: October 2,1980.
Jere E. Goyan.
Commissioner of Food and Drugs.
[FR Do- WC-356Fle Fd 10-30- .85am I
BILLNG CODE 4110-03-M

21 CFR Part 81

[Docket No. 79C-00531

Postponement of Closing Date for
Provisional Listing of Lead Acetate

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is postponing the
closing date for the provisional listing of
lead acetate for use as a color additive
in cosmetics that color the hair on the
scalp. A new closing date for lead
acetate is being established to provide
for receipt and evaluation of any
objections received in response to the
final regulation approving the petition
for the permanent listing of lead acetate.
The regulation that permanently lists
lead acetate is published elsewhere in
this issue of the Federal Register. The
new closing date will be December 31,
1980.
EFFECTIVE DATE: October 31,1980.

FOR FURTHER INFORMATION CONTACT.
Gerald L McCowin, Bureau of Foods
HFF-334). Food and Drug

Administration. 200 C St. SW.,
Washington, DC 20204, 202-472-5676.
SUPPLEMENTARY INFORMATION: The
current closing date of October 31, 1980.
for the provisional listing of lead acetate
was established by a regulation
published in the Federal Register of June
24,1980 (45 FR 42255). The October 31,
1980, closing date for lead acetate was
established to provide time for
publication of a regulation in the Federal
Register regarding the final decision on
the petition for the permanent listing of
lead acetate.

After the review and evaluation of the
data relevant to the color additive
petition for lead acetate used in hair
dyes, the agency concluded that lead
acetate is safe and suitable for that use.
Therefore, FDA issued a regulation that
permanently lists lead acetate. The
listing regulation is published elsewhere
in this issue of the Federal Register.
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The regulation set forth below will
postpone the October 31, 1980, closing
date for the provisional listing of that
color additive until December 31, 1980.
This postponement will provide
sufficient time for receipt and the
evaluation of comments or objections
submitted in response to the permanent
listing for lead acetate hair dyes.

Because the current closing date
expires on October 31, 1980, FDA has
concluded that use of a notice and
public procedure on this regulation is
impracticable. Moreover, good cause
exists for issuing this postponement as.

., final rule, since the agency has'
previously concluded that lead acetate
is safe for its intended use under the
Color Additive Amendments of 1960.
This regulation will permit the
uninterrupted use of this color additive
until December 31, 1980. To prevent any
interruption in the provisional listing of
lead acetate, and in accordance with 5,
U.S.C. 553(d) (1) and (3), this regulation
is being made'effective on October 31,
1980.

Therefore, under the Transitional
Provisions of the Color Additive
Amendments of 1960 to the Federal
Food, Drug, and Cosmetic Act (Title II,
Pub. L. 86-618; sec. 203, 74 Stat. 404-407
(21 U.S.G. 376 note)) and under authoriti
delegated to the Commissioner of Food
" d Drugs (21 CFR 5.1), Part 81 is
amended as follows:

§ 81.1 [Amende:]
1. In §'81.1 Provisional lists of color

additives, by revising the closing date
for "Lead acetate" in paragraph (g) to
,read "December 31, 1980."

§ 81.27 [Amended]
2. In § 81.27 Conditions offirovisionaj

listing of additives, by revising the
'closing date for "Lead acetate" in
paragraph'(b] to read "December 31,
1980."

Effective date. This regulation is
effective October 31,1980.
(Sec. 203.74 StaL 404-407 (21 U.S.C. 376
note))-

Dated: October 28,1980.
fere E. Goyan,
Commissioner of Food and Drugs.
IFR Doc. 80-34054 Filed 10-30-8 &45 am],.

BILLNG CODE 4110-03-M

21 CFR Part 201

[Docket No. 78N-0320]

Requirements for Designating
Manufacturer's Name on a Drug
Product's Label; Correction

AGENCY: Food and Drug Administr

ACTION: Final rule; correction.

SUMMARY: In the final rule setting forth
requirements for designating the
manufacturer's name on a drug product
label, published in the Federal Register
of Atiril 15, 1980 (45 FR 25760), the
phrase "Manufactured for
by - "was inadvertently
omitted as a permissible qualifying
identification of a product's distributor
and manufacturer. This correction adds
this phrase to the list of permissible
alternatives.
FOR FURTHER INFORMATION CONTACT.
Steven H. Unger, Bureau of Drugs (HFD-
30), Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857, 301-
443-5220.
SUPPLEMENTARY INFORMATION: In the
preamble to the final rule that amended
the requirements or identifying the
manufacturer, packer, or distributor on

firug product labels,FDA stated (45 FR'
,25768) that distributors should at their
option be permitted to adopt.the phrase
"Manufactured for by

". While the preamble
stated that the rule has been revised to
permit this phrase, the rule was not in

- fact so revised. Section 201.1(h)(5) is
corrected to include this phrase as a
permissible alternative and reads asY follows:

§ 201.1 Drugs; name and place of business
of manufacturer, packer, or distributor.
. * * * *

*h) * * *

(5) If the distributor is named on the
label, the name shall be qualified by one
of the following phrases: "Manufactured
for ", "Distributed by

", 'Manufactured by
for

"Manufactured for by
2, "Distributor:
", "Marketed by "
" The qualifying phrases

may be abbreviated.

Dated: October 24, 1980.
William F. Randolph,
Acting Associate Commissionir-for
Regulatory Affairs.
IFR Doc. 80-33947 Filed 10-30-. 8:45 amI

BILUNG CODE 4110-03-M

21 CFR Part 546

Tetracycline Antibiotic Drugs for
Animal Use; Chlortetracycline
Hydrochloride Tablets; Revocation of
Certain Regulations

AGENCY: Food and Drug Administration.
ACTION: Final Rule.ation.

SUMMARY: The agency is revoking those
regulations reflecting approval of a new
animal drug application (NADA)
providing for use of chlortetracycline
oblong tablets with vitamins for the
prevention and treatment of bacterial
scours in calves. The sponsor, American
Cyanamid Co., requested the
withdrawal of approval,
EFFECTIVE DATE: Noiember 10, 1980.
FOR FURTHER INFORMATION CONTACT:
David Scarr, Bureau 'of Veterinary
Medicine (HFV-214), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-4093,
SUPPLEMENTARY INFORMATION: In a
notice published elsewhere in this Issue
of the Federal Register, approval of
NADA 55-026 is withdrawn. This
document amends the regulations by
deleting that portion which reflects
approval of this NADA.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(e), 82
Stat. 345-347 (21 U.S.C. 360b(e))) and
under authority delegated to the
Commissioner of Food and Drugs (21
CFR 5.1) and redelegated to the Bureau
of Veterinary Medicine (21 CFR 5,84),
Part 546 is amended by revising
§ 546.110d(c)(5) to read as follows:

§ 546.110d Chlortetracycllne
hydrochloride tablets.

(c) * * *
(5) Conditions of use. It is used as

chlortetracycline in tablets for oral
ingestion by calves as follows:

(i) Amount. 25 milligrams per tablet.
(ii) Indications for use. Aid in

reduction of incidence of bacterial
scours.

(iii) Limitations. 75.milligrams per
animal per day.
* * * *

Effective date: October 31, 1980.
(Sec. 512(e), 82 Stat. 345-347 (21 U.S.C.
360b(e)).)

Dated: October 23, 1980.
Gerald B. Guest,
Acting Director for Veterinary Madicina.
IFR Doc. 80-33950 Filed I0-30-80:8845 am]

BILLING CODE 4110-03-M

DEPARTMENT OF LABOR

Occupational Safety and Health
Administration

29 CFR Part 1977

Walkaround Pay

AGENCY: Occupational Safety and
Health Administration, Labor.
ACTION: Deletion of regulation.

/ Rules and Regulations
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SUMMARY: The OSHA walkaround pay
regulation, 29 CFR 1977.21, requires
employers to pay employees for the time
during which they accompany OSHA
compliance officers during inspections
or engage in related activities. That
regulation is hereby deleted in light of
the decision of the U.S. Court of Appeals
for the District of Columbia Circuit in
"Chamber of Commerce of the United
States of America v. OSHA," in which
the court ordered that the regulation be
vacated due to the agency's failure in
promulgating the regulation tq comply
with the rule making procedures set
forth in the Administrative Procedure
Act. 5 U.S.C. 553. The agency is issuing a
proposal to require walkaround
compensation shortly.
EFFECTIVE DATE: October 23, 1980.
FOR FURTHER INFORMATION CONTACT:.
Mr. Mark J. Lerner, Division of
Occupational Safety and Health, Office
of the Solicitor, U.S. Department of
Labor, 200 Constitution Avenue N.W.,
Room S-4004, Washington, D.C. 20210
(Telephone No. 202-523-6569).
SUPPLEMENTARY INFORMATION: On
September 20, 1977 the Assistant
Secretary of Labor for Occupational
Safety and Health promulgated "an
interpretive rule and general statement
of policy," declaring that an employer's
failure to compensate employees for
time spent participating in a walkaround
inspection conducted pursuant to
section 8 of the Occupational Safety and
Health Act of 1970 (84 Stat. 1590 et seq.,
29 U.S.C. 651 et seq.) (hereinafter "the
Act") constitutes discrimination under
section 11(c) of the Act (29 U.S.C. 660)
(42 FR 47344, 47345). Section 8(e) of the
Act provides that, subject to the
regulations issued by the Secretary of
Labor, a representative of the employer
and a representative authorized by
employees have the right to accompany
an Occupational Safety and Health
Administration (OSHA) inspector during
the physical inspection of any
workplace under section 8(e) of the Act.
Section 11(c)(1) of the Act proscribes
any discriminatory action against an
employee because the employee, inter
alia, has exercised on behalf of himself
or others any right afforded by the Act.
The regulation, codified at 29 CFR
1977.21, provided that in order to assure
the unimpeded flow of information to
OSHA inspectors, as well as the
statutory right of employees to
participat6 in walkaround inspections,
an employer's failure to pay employees
for time spent in such inspections was
discriminatory under section 11(c).

On October 25,1977, the Chamber of
Commerce of the United States of
America ("Chamber") filed an action in

the United States District Court for the
District of Columbia challenging the
validity of the walkaround pay
provision. The district court upheld the
validity of the regulation and the
Chamber appealed. On July 10, 1980, the
United States Court of Appeals for the
District of Columbia Circuit reversed the
judgment of the district court and
remanded the case to the district court
with instructions to vacate the
walkaround pay regulation and to
conduct any further proceedings not
inconsistent with the opinion that it
deemed necessary. "Chamber of
Commerce of the United States of
America v. OSHA," - F.2d -.
Docket No. 78-2221 (D.C. Cir. July 10,
1980). The court held that since "the Act
neither prohibits nor compels pay for
walkaround time ... " the walkaround
pay provision was not an interpretive
rule; rather, it was a legislative rule,
which may only be promulgated in
accordance with the notice-and-
comment procedures set forth in the
Administrative Procedure Act, 5 U.S.C.
553. Because OSHA failed to comply
with those procedures in promulgating
the rule, the court concluded that the
rule must be vacated. On August 14,
1980, the district court vacated the rule
and dismissed the case.

After due consideration of the court of
appeals decision in "Chamber," OSHA
has decided to delete its walkaround
pay regulation at 29 CFR 1977.21 (1977)
and will not pursue any enforcement
actions based on aperse theory of
discrimination to require employers to
compensate employees for time spent in
walkaround inspections unless it has
first promulgated a walkaround
compensation regulation using the
notice-and-comment procedures of 5
U.S.C. 553. The agency is publishing a
proposed regulation dealing with the
issue of walkaround pay shortly.

I find that the reasons stated above
constitute good cause for making this
deletion of 29 CFR 1977.21 (1977)
effective October 23,1980. This
amendment, therefore, is effective
October 23, 1980.

This document was prepared under
the direction of Eula Bingham, Assistant
Secretary of Labor for Occupational
Safety and Health, U.S. Department of
Labor, 200 Constitution Avenue, N.W.,
Washington, D.C. 20210.

§ 1977.21 [Removedl
Accordingly, pursuant to sections 8(e)

and 8(g)(2) of the Occupational Safety
and Health Act of 1970 (84 Stat. 1600, 29
U.S.C. 657(e) and (g)(2), 5 U.S.C. 553, and
tecretary of Labor's Order No. 8-76 (41
FR 25059), Part 1977 of Title 29, Code of

Federal Regulations is hereby amended
by removing § 19"7.21 (1977). -
(Secs. 8(e) and (g)(2). 11(c): 84 StaL 1600 (2900
U.S.C. 657(e) and (g](2). 660(c)]: 5 US.C. 553;
Secretaxy of Labor's Order 8-76 (41 FR
25059))

Signed at Washington. D.C. this 23rd day of
October. 1980.
Eula Bingham.
Assistant Secretary of Labor.
IFR Dac. 804=1 FIid ID-30-ft 845 am]
BlUJNG CODE 4510-25-

SELECTIVE SERVICE SYSTEM

32 CFR Part 1690

Determination of Availability of
Members of the Standby Reserve of
the Armed Forces for Order to Active
Duty; Revocation

AGENCY: Selective Service System.
ACTION: Final rule.

SUMMARY: The Selective Service System
amends its regulations by revoking 32
CFR Part 1690. Section 6, Public Law 96-
357, approved September 24.1980,
repealed the provision of 10 U.S.C.
672(a) that required the Director of
Selective Service to determine the
availability of a member of the Standby
Reserve of the Armed Forces for active
duty. 32 CFR Part 1690 has no legal
basis, therefore, Part 1690 Determination
of Availability of Members of the
Standby Reserve of the Armed Forces
for Order to Active Duty is revoked.
EFFECTIVE DATE: October 31,1980.
FOR FURTHER INFORMATION CONTACT:
Henry N. Williams, General Counsel,
Selective Service System, 600 E Street,
N.W., Washington, D.C. 20435 whose
telephone number is (202) 724-0895.

PART 1690 [REVOKED]

32 CFR Part 1690 is revoked.
Bernard Rostker,
Directorof Selective Ser'ice.
October27.1980.
[iR Thc. b0OU~ 1s.ow A aml
BIULING COE 3015-01-M

ENVIRONMENTAL PROTECTION

AGENCY

40 CFR Part 52

[A-5-FRL 1647-1]

Approval and Promulgation
Implementation Plans: Ohio

AGENCY. U.S. Environmental Protection
Agency (USEPA].
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ACTION: Final rule.

SUMMARY: The USEPA announces today
final rulemaking on revisions to the New
Source Review (NSR) portion of the
Ohio State Implementation Plan (SIP). A
notice of proposed rulemaking on these
revisiofis was published in the August
26, 1980 Federal Register (45 FR 56845).
In that notice, USEPA proposed to
conditionally approve these revisions
provided that, within a specified time
period, the State correct specific
deficiencies. Based on USEPA's review
of the State's response, and the public
comments received, USEPA is today
conditionally approving the NSR SIP
revision submitted by Ohio on July 29,"
1980.,
EFFECTIVE DATE: This final rulemaking
becomes effective on October 23, 1980.
ADpRESSES: Copies of the SIP revision,
and public comments on the notice of
proposed rulemaking are available for
inspection at the following addresses
U.S. Environmental Protection Agency,

"230 South Dearborn Street, Chicago,
Illinois 60604.

U.S. Environmental Protection Agency,
401 M Street SW., Washington, D.C.
20460.

The Office of the Federal Register, 1100
L Street NW., Room 8401,
Washington, D.C.

FOR FURTHER INFORMATION CONTACT:
Richard J. Clarizio, Regulatory Analysis
Section, Air Programs Branch, Region V,
U.S. Environmental Protection Agency,
230 South Dearborn Street, Chicago,
Illinois 60604, (312) 886-6035.
SUPPLEMENTARY INFORMATION: Oni

March 3, 1978 (43 FR 8962), and on
October 5,1978 (43 FR 45993),,pursuant
to the requirements of section 107 of the
Clean Air Act, USEPA designated
certain areas as not meeting the
National Ambient Air Quality Standards
(NAAQS) for total'suspended
particulates, sulfur dioxide, carbon
monoxide, photochemical oxidants, and
nitrogen dioxide. Part D of the Clean Air
Act (Act],*added in 1977, requires each
State to revise its State Implementation
Plan (SIP) to meet specific requirements.
for those areas designated as not
meeting the NAAQS.

In order to satisfy the new source
review requirements of the Act, the
State subniitted to USEPA on July 29,
1980, a revision to its SIP. On August 26;
1980, USEPA proposed fo conditionally
approve this SIP revision.

USEPA's criteria for an approvable
Part D SIP are summarized in a Federal
Register notice published on April 4,
1979 (44 FR 20372]. Supplements to the
April 4, 1979 notice were published on
July 2, 1979 (44 FR 38583), August 28,

1979 144.FR Z0371), September 17, 1979
(44 FR 53761), and November 23, 1979

-(44 FR 67182).
A discussion of conditional approval

and its practical effect appears in the
July 2,1979 Federal Register (44 FR
38583). A conditional approval requires'
the State to submit additional materials.
by the specified deadlines. USEPA will
follow the procqdures described below
when determining if the requirements of
conditional approval have been met.

1. When a State submits the required
additional documentation, USEPA will
publish a notice in the Federal Register,
announcing receipt and availability of
the submission and that the conditional
approval is continuing pending USEPA's
final action on the submission.

2. USEPA-will evaluate the State's
submission and public. omments on the
submission to determine if the
deficiencies have been fully corrected.
After review is complete, a Federal
Register notice will either fully approve
the plan if all conditions have been met,
or withdraw the conditional approval
and disapprove the plan. If the plan is
disapproved, the Section 110(a)(2)(I)
restrictions on construction will be in
effect.

3. If the State fails to submit the
required miterials according to the
negotiated schedule, USEPA will publish
a Federal Register notice shortly after
the expiration of the time limit for
submission. the notice will announce
that the conditional approval is
withdrawn, the SIP is disapproved, and
the Section 110(a](2)(I) restrictions on
growth are in effect.

In the August 26, 1980 Federal Register
USEPA proposed to approve the NSA
SIP revision provided the State submit
or commit to submit within a specified
time period the following: (1) A
description of the interim procedures
which it will follow to satisfy the
requirements of Section 172(b](11) of'the
Act; (2) a commitment which assures
that each permit it issues satisfies the
requirements of section 173 of the Act;
and (3) revised regulationd" which refine
the criteria used by the Director to issue
new source permits under section 173 of
the Act.

Surhmarized below are: (1) A
discussion of the conditions for approval
cited in the August 26, 1980 Notice of
Proposed Rulemaking (45 FR 56845] (2)
the State's response to these conditions;
and (3) USEPA's evaluation of the
adequacy of the State's response.

Alternative Analysis Procedures
In'the August 25, 1980 Federal

Register, USEPA indicated that the July
29, 1980 submission did not contain a
description of the interim procedures the

State will follow to satisfy the
requirements of Section 172(b)(11)(A.) of
the Act. This section requires an
analysis of alternate sites, sizes,
production processes and environmental
control techniques for those
hydrocarbon and carbon monoxide
sources proposing to locate in an ozone
or carbon monoxide nonattainment area
which has been granted additional time
to demonstrate attainment of either
NAAQS.

State Response

For those areas in the State which are
required to comply with Section
172(b)(1)(A) of the Act the following
procedure will he utilized. The affected
proposed major new facility will be
required to submit alternative sitedata
for a minimum of two locations to the
regional planning agency for comments
and to the Ohio EPA for review, In
addition to the alternative sites, the
facility will provide an analysis of
alternative sizes, production processes
and control techniques which
demonstrates that the benefits of the
construction or modification of the
facility outweigh the environmental and
social costs imposed, The regional
planning agency will review the
facility's application taking into account
,air quality considerations, The final
decision of the permit will be made by
the Ohio EPA after consideration of the
complete application and any comments
provided by the regional planning
agency.

USEPA Evaluation

USEPA has reviewed the procedures
which the State will follow to satisfy the
requirements of Section 172(b)(11)(A] of
the Act. USEPA has determined that
they are adequate as long as these
procedures are followed for each
hydrocarbon and carbon monoxide
source proposing to locate in an ozone
or carbon monoxide nonattainment area
which has been granted additional time
to demonstrate attainment of either
NAAQS. •

Permit Issuance

In the August 26, 1980 Federal
Register, USEPA requested that the
State assure it that each permit which Is
issued under-the authority of the interim
procedures satisfies the requirements of
Section 173 of the Act.
State Response

In its September 25, 1980 letter, the
State committed to comply with
applicable law and the requirements of
Section 173 of the Act before issuing a
permit.
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USEPA-Evaluation

USEPA has reviewed this commitment
and has determined that as long as each
permit issued by the State satisfies the
requirements of Section 173 of the Act,
the State will be meeting the condition
noted in the August 26, 1980 Federal
Register.

Submission of Revised Regulations

In the August 26, 1980 Federal
Register, USEPA stated that revisions to
the State regulations are necessary to
specifically define how the NSR
program is to be conducted and what is
required of the permit applicant and the
Director of the Ohio EPA before the
permit is issued to a new or modified
source wishing to locate within a
designated nonattainment area.

In the July 29,1980 submission, the
Governor of Ohio committed to submit
such regulations by October 1, 1981.
Therefore, USEPA proposed to approve
Ohio's NSR SIP revision on the
condition that the State submit, after the
completion of State rulemaking
procedures, but no later than October 1,
1981, revised regulations which refine
the criteria used by the Director to issue
new source permits under Section 173 of
the Clean Air Act.

State Response

In its September 25, 1980 letter, the
State reaffirmed this commitment to
submit revised regulations by October 1,
1981.

USEPA Evaluation

As stated in the August 25. 1980 -
Federal Register, USEPA believes that
this commitment and schedule to submit
the revised regulations are acceptable. It
should be noted, however, that pursuant
to the August 7, 1980 Federal Register
(45 FR 52676) USEPA must have
approved by November 7,1981, the
State's revisions to the NSR regulations,
which reflect the changes required by
that Federal Register. Failure to have
such revised regulations by this date
will necessitate imposition of the
construction ban.

Summarized below are: (1) The
significant issues raised by public
commentors, (2) USEPA's response to
these issues, and (3) USEPA's final
rulemaking.

Public Comment

One commentor submitted extensive
national comments and requested that
the comments be considered part of the
record for each State plan.

USEPA Response

Some of the issues are not relevant to
provisions in Ohio's submission USEPA

notified the public of its response to
these comments in the February 21, 1980
Federal Register (45 FR 11472).

Public Comment
One commentor, a representative of a

public interest group, presented two
objections to USEPA's proposed
conditional approval of the NSR SIP
revision. The commentor first objected
to the general use of the conditional
approval mechanism and then to the
specific use of it in this case.

To support the first objection, the
commentor contends that there is no
statutory basis for conditionally
approving a SIP revision; and that the
Administrator only has authority to
"approve or disapprove." The
commentor further states that
conditional approval negates the intent
of the growth and funding restrictions of
sections 110(a)(2)(I), 176(a) and 316 of
the Act.

Not conceding the first objection, the
commentor further maintains that even
if USEPA has the authority to
conditionally approve, the USEPA
should not conditionally approve Ohio's
NSR SIP revision. The commentor
claims that conditional approval is
inappropriate since the deficiencies in
this SIP revision are not minor. In
particular, the commentor states that
there are major deficiencies in OAC
Section 3745-31 and in the reasonable
further progress portion of the NSR SIP
revision. The commentor also states that
the reasonable further progress portion
is deficient because it is not in final
form.

USEPA Response
In response to the commentor's first

objection, USEPA believes that where a
SIP substantially complies with the
requirements of Section 172(b), USEPA
has inherent authority to approve a SIP
on the condition that the State corrects
the remaining, relatively minor,
deficiencies in a short period of time.
The only available alternative would be
to disapprove the SIP and thus invoke
the construction moratorium. In
addition, conditional approval is
consistent with Section 110(c)(1)(C).
That subsection requires the
Administrator to promulgate regulations
for a state if "the state fails, within 60
days after notification by the
Administrator or such later period as he
may prescribe, to revise an
implementation plan as required
pursuant to a provision of its plan
referred to in subsection (a](2)(H}."
When the Administrator grants
conditional approval, he is essentially
notifying the State that further revisions
are required to make the Plan or

regulations fully approvable. If the State
fails to satisfy the AdminiStrator's
conditions, the Administrator will
disapprove the plan or regulations and
may then promulgate regulations to
correct the deficiency. The State is
simply offered the option of correcting
the inadequacies itself.

Contrary to the commentor's claim,
the construction moratorium was
designed by Congress to protect air
quality when the State lacks a plan that
adequately assures attainment and
maintenance of the ambient standards.
That purpose would not be served when
the State plan substantially assures
atthinment and when the remaining
deficiencies will be prompty corrected.
Moreover, USEPA is precluded from
imposing funding restrictions under
Section 176(a) under these
circumstances, since the State clearly
would have made "reasonable efforts"
to submit an approvable Part D SIP.

USEPA responds to the commentor's
objection to its conditional approval of
the NSR SIP revision in the following
manner. The commentor claims that
there are major deficiencies in OAC
Section 3745-31 and in the reasonable
further progress (RFP) portion of the
NSR SIP revision. The commentor
contends that based on thise
deficiencies USEPA should change its
proposed conditional approval to a
disapproval.

OAC Section 3745-31 was submitted
as part of the NSR SIP revision. It
stipulates that.the requirements must be
satisfied when the Ohio EPA issues an
installation permit to a new or modified
source of air pollution. USEPA cannot
change its proposed conditional
approval to a disapproval without
sufficient justification for such a change.
The commentor has failed to specify the
alleged deficiencies in OAC 3745-31,
and therefore has not provided USEPA
with adequate justification for the
disapproval of this SIP revision.

The commentor also claims that the
RFP portion of the NSR SIP revision
contains a major deficiency. The
commentor claims that it is deficient
because it is not in final form. USEPA
believes that the RFP portion of the NSR
SIP revision is acceptable. The RFP
portion of the NSR SIP revision, as
submitted by the State on July 29,1980,
contains a description of the program
which the State is using, and will
continue to use, to ensure that emissions
from any proposed source in a
designated nonattainment'area will not
interfere with that area's ability to
attain the applicable NAAQS by the
date imposed by the Act. This approach
as described by Ohio meets USEPA
requirements.

72121
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USEPA Final Deteimination

USEPA has reviewed the comments
received on its proposed conditional
approval of the NSR SIP revision and
has determined that none of the issues
raised provide a sufficient justification
for USEPA to change its proposed
action. Furthefmore, USEPA has
reviewed the State's response and has
determined that the State adequately-
commits itself to satisfy these three
conditions. USEPA,'therefore, approves
the NSR SIP revision submitted by the
State on July 29, 1980, provided that the
State submit to USEPA after the
completion of the State rulemaking
procedures, but in no event later than
October 1, 1981, revised regulatiofis
which refine the criteria used by the
Director to issue new source permits
under section 173 of thb Clean Air Act.

USEPA has determined that good
cause exists for making this final
rulemaking immediately effective. By
making this final rulemaking
immediately effective, some of the
restrictions on industrial growth
contained in section 110(a)(2)(I) of the
Act could be lifted from the State of
Ohio if all other requirements are met.
These restrictions are imposed for a
failure to have a State Implementation
Plan which meets the requirements of
Part D after the final date for SIP
approval specified in the Act. USEPA
has determined that major portions of
the revisions to the Ohio NSR SIP meet
the requirements of Part D. Final action
approving these revisions vould'satisfy
many of the requirements of a Part D
SIP. Until the State has a ffilly approved
or conditionally approved Part D SIP, it
is subject to the new source prohibitions
of section 110(a)(2)(I) of the Clean Air
Act.

Under Executive Order 12044 (43 FR
12661), USEPA is required to judge
whether a regulation is "significant,"
and therefore subject to certain
procedural requirements of the Order, or
whether if may follow other specialized
development procedures. USEPA labels
these other regulations, "specialized." I
have reviewed this proposed regulation
pursuant to the guidance in. USEPA's
response to Executive Order 12044,
"Inproving Environmental Regulations,"
signed March 29, 1979, by the
Administrator and I have determined
that it is a specialized regulation not
subject to the procedural requirments of
Executive Order 12044.

Under Section 307(b)(1) of the Clean
Air Act, judicial review of this "final
action is available only by the filing of a
petition for review in the United States
Court of Appeals for the appropriate
circuit within 60 days of the date of

publication. Under Section 307(b)(2) of
the Clean Air Act, the requirements
which are the subject of today's notice
may nt be'challenged later in civil or"
criminal proceedings brought by EPA to'
enforce these requirements.

This Notice of Final Rulemaking is
issued under the authority of section
110(a), 172 and 301 of the Clean Air Act,
as amended (42 U.S.C. 7410(a), Z502,
7601(a).

Dated: October 23, 1980.
Douglas Costle,
Administrator.

Note.-Incorporation by reference of the
State Implementation Plan for the State of
Ohio was approved by the Director of the
Federal Register on July 1, 1980.

PART 52-APPROVALAN'D
PROMULGATION OF
IMPLEMENTATION PLANS -'

Subpart KK-Ohio

Title 40 of the Code of Federal
Regulations, Chapter I, Part 52 is
amended as follows:

(1fSection 52.1870(c) is amended by
adding subparagraph (24) to read as
follows:

§ 52.1870 Identification of plan.

(c)* * 

{24) On July 25,1980 the State of Ohio
submitted its Part D revision to the New
Source Review portion of the State
Implementation Plan. On September 25,
1980 the State submitted a response to
the August 26, 1980 Federal Register
notice of proposed rulemaking. The
response contained infornfation which
corrects certain deficiencies and
commits to correct by a specified date
other deficiencies.

, (2) Section 52.1987 is amended by
revoking paragraphs (a) and (b)
pursuant to section 110(a)(5)(A) of the
Clean Air Act (42 U.S.C. 7410), by
reserving these paragraphs and by
adding paragraph (e) to read as follows:

§ 52.1987 Review of new sources and
modifications.

(e) Part D-Conditional Approval-
The Ohio New Source Review State
Implementation Plan revision for
.designated nonatthinm'ent areas is
,approved provided that: (1) The State-
submits by October 1, 1981, revised
regulations which have completed State
rulemaking procedures and which refine
the criteria used by the Director to issue
new source permits under section 173 of
the Clean Air Act, and_(2) each permit
issued by the State satisfies the-

requirements of sections 173 and
172(b)(11) of the Act.

IFR Doc. 80-33874 Filed 10-30-30: 8:45 aml

BILUNG CODE 6560-38-M

40 CFR Part 52

[A-5-FRL 1647-2]

Approval and Promulgation of
Implementation Plans; Ohio

AGENCY: U.S. Environmental Protection
Agency.
ACTION" Final rule.

SUMMARY: The United States
Environmental Protection Agency
(USEPA) announces today final
rulemaking on revisions to the carbon
monoxide and ozone portions of the
Ohio State Implementation Plan (SIP).
The State submitted these revisions to
USEPA to satisfy the requirements of
Part D of the Clean Air Act (Act).
USEPA published a notice of
availability (NOA) in the November 2,
1979 Federal Register (44 FR 63114). A
notice of proposed rulemaking (NPR) on
these revisjons appeared In the March
10, 1980 (45 FR 15192) Federal Register.
A notice correcting mistakes in the
March 10, 1980 Federal Register was
published in the April 4, 1980 Federal
Register.(45 FR 22987). The March 10,
1980 Federal Register described the
nature of the SIP revisions, discussed
provisions which in USEPA's judgment
'did not comply with the requirements of
the Clean Air Act (Act) and requested
comments from the State and the public,
Subsequent to publication of this notice,
the State of Ohio submitted additional
information for inclusior in the SIP. This
information was intended to satisfy the
deficiencies identified in the NPRs.
Additionally, numerous public
comments were received during the
public comment period.

Based on its review of the State's
response and the public comments,
USEPA is today approving,
conditionally approving and'
disapproving specific portions of the
Ohio submittal as revisions to the
federally approved Ohio State
Implementation Plan.
EFFECTIVE DATE: This final rulemaking
becomes effective on October 23, 1980.
ADDRESSES: Copies of the SIP revision,
public comments on the NPR, and
USEPA's evaluation and response to
comments are available for inspection at
ihe following addresses:
U.S. Environmental Protection Agency,
-230 South Dearborn Street, Chicago,

Illinois 60604, 401 M Street SW,,
Washington, D.C. 20460



Federal Register / Vol. 45, No. 213 I Friday, October 31, 1980 I Rules and Regulations

U.S. Environmental Protection Agency,
Public Information Reference Unit, 401
M Street SW., Washington, D.C. 20460

The Office of the Federal Register, 1100
L Street NW., Room 8401,
Washington, D.C.

FOR FURTHER INFORMATION CONTACT.
Mr. Richard Clarizio, Air Programs
Branch, Regulatory Analysis Section,
U.S. Environmental Protection Agency,
230 South Dearborn Street, Chicago.
Illinois 60604, (312) 886-6035.
SUPPLEMENTARY INFORMATION: On
March 3, 1978 (43 FR 8962) and on
October 5, 1978 (43 FR 45993), pursuant
to the requirements of section 107 of the
Clean Air Act (Act), as amended in 1977,
USEPA designated certain areas in Ohio
as nonattainment with respect to the
National Ambient Air Quality Standards
(NAAQS) for carbon monoxide (CO),
and ozone (03).

Part D of the Act, which was added by
the 1977 Amendments, requires each
State to revise its State Implementation
Plan (SIP) to meet specific requirements
for areas designated as nonattainment.
These SIP revisions must demonstrate
attainment of the primary standard as
expeditiously as practicable, but not
later than December 31, 1982. In certain
circumstances an extension is provided
to no later than December 31, 1987 for
ozone and/or carbon monoxide.

The requirements for an approvable
SIP are described in a Federal Register
notice published April 4,1979 (44 FR
20372). Supplements to the April 4, 1979
notice were published on July 2,1979 (44
FR 38583), August 28,1979 (44 FR 50371).
September 17,1979 (44 FR 53761]. and
November 23,1979 (44 FR 67182).

An adequate State Implementation
Plan for ozone requires sufficient
controls on the emission of volatile
organic compounds (VOC) from
stationary and mobile sources to
provide for the attainment of the
standard by December 31, 1982. Except
for the Steubenville area. the State of
Ohio-has relied exclusively on mobile
source controls to provide for
attainment of the carbon monoxide
NAAQS. In cases where attainment of
either the ozone or carbon monoxide
NAAQS cannot be demonstrated by
1982, despite application of all
reasonably available control measures,
extensions of the attainment date may
be granted to December 31,1987.
Pursuant to section 172(b)(11) of the Act,
a SIP which provides for attainment of
the ozone and/or carbon monoxide
standard after December 31, 1982 must
contain a specific schedule for the
implementation of a vehicle emissions
inspection and maintenance program (1/
M) and establish a program which

requires an analysis of alternative sites
and locations prior to the issuance of
any permit for construction or
modification of a major VOC or carbon
monoxide emitting facility in the
nonattainment area.

On July 27,1979 and September 13,
1979 the State of Ohio submitted
revisions to its SIP for the pollutants
carbon monoxide and ozone.
Amendments to the submittals were
transmitted by the State in December of
1979 and January of 1980. The July 27,
1979 submittal consisted of
transportation control plans, and
attainment and reasonable further
progress (RFP) demonstrations for each
of the following urban carbon monoxide
and/or ozone nonattainment areas:
Akron, Canton, Cincinnati, Cleveland,
Columbus, Dayton, Steubenville and
Toledo. Revisions to the SIP for the
Youngstown urban area were submitted
separately. Final action on the
Youngstown plan and for the rural
ozone nonattainment areas is discussed
in a separate notice appearing in today's
Federal Register.

The transportation control plans
(TCP) contain specific measures
designed to reduce both carbon
monoxide and hydrocarbon emissions
from mobile sources. Some of the
programs considered for implementation
in the TCP are: Traffic flow
improvements, transit improvements
and vehicle inspection and maintenance
(I/M) programs.

Along with the TCP, the State
submitted attainment demonstrations
for both pollutants (where necessary),
for each of the urban areas. These
attainment demonstrations contained
inventories of the carbon monoxide
and/or volatile organic compound
(VOC) emissions occurring in the base
year. Based on the base year emissions
and on anticipated emission reductions
due to the implementation of the
proposed mobile and stationary source
controls, an estimate was made of the
effectiveness of the plan and the ability
of the area to demonstrate attainment of
the NAAQS for ozone and carbon
monoxide by December 31, 1982.

For the urban areas of Cincinnati and
Cleveland, attainment of the carbon
monoxide and ozone NAAQS was not
demonstrated by December 31,1982.
Therefore, the State requested an
extension, and pursuant to the
requirements of section 172 of the Clean
Air Act (Act] submitted a vehicle I/M
program.

The September 13, 1979 submittal
contained revisions to Chapter 3745-21
of the Ohio Administrative Code
(Chapter 3745-21). Chapter 3745-21
contains the State's regulations for

controlling VOC and carbon monoxide
emissions from stationary sources.

USEPA evaluated the transportation,
control plans and the attainment
demonstrations using the requirements
for an approvable nonattainment area
SIP which appeared in the April 4,1979
Federal Register (44 FR 20372), the
"USEPA-USDOT Guidelines for Air-
Quality Transportation Plans" and the
Office of Transportation and Land Use
Policy "Checklist for Transportation
SIPs." USEPA evaluated the vehicle IM
program and the regulations controlling
VOC and carbon monoxide emissions
from stationary sources using the
guidance materials referred to in the
General Preamble for Proposed
Rulemaking (44 FR 23072) and its
supplements.

USEPA in the November 2,1979
Federal Register (44 FR 63114 published
a notice announcing receipt of the Ohio
submittal. On March 10, 1980 (45 FR
15192) USEPA published a NPR with a
notice of correction (NOC) published on
April 4,1979 (45 FR 22987). The NPR
described the nature of the SIP revisions
and specified portions of the SIP
submittal which in USEPA's judgment
did not comply with the requirements of
the Act and needed either clarification
or correction by the State.

Initially, a thirty day comment period
was provided, until April 9,1980. Upon
request, this comment period was
extended approximately two weeks
until April 24.1980 (45 FR 27787).
Numerous individuals submitted
comments on the Ohio submittal and on
USEPA's proposed rulemaking action.
The State of Ohio submitted comments,
commitments and corrective information
to USEPA on the following dates: April
7,1980, April 15,1980, April 24, 1980,
April 28,1980, May 27,1980, July 23,1980
and August 6,1980. Significant
comments and USEPA's response to
them are discussed below.

In this Federal Register notice, public
comments are addressed in two parts:
(1) General comments on the Ohio SIP
and on the criteria used by USEPA to
evaluaie all SIPs and (2) comments on
specific portions of the Ohio submittal
and/or on USEPA's evaluation of
specific portions of the submittal.
Comments from the second category
will be discussed in one of the following
three sections of this notice: (a)
Transportation control plans (TCP] and
attainment and reasonable further
progress (RFP) demonstrations. (b)
vehicle inspection and maintenance (I/
K; or (c) control of Volatile Organic
Compound (VOC) and carbon monoxide
emissions from stationary sources. Each
of these sections of the notice briefly
identifies the deficiencies cited in the
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NPR, discusses both the State's response
and the response of other commentators,
and contain USEPA's response to
comments and its final determination on
the particular revisions.

USEPA's final determinations take
one of three forms: approval, conditional
approval, or disapproval. A discussion
of conditional approval and its practical
effect appears in the July 2, 1979 Federal
Register (44 FR 38583). A conditional
approval requires the State to submit
additional materials by the specified
deadlines.negotiated between the State
and the USEPA Regional Office.
Scheduleq submitted by Ohio will be
proposed for public comment elsewhere
in this Federal Register. Although public
comment is solicited on the deadlines,
and the deadlines may be changed in
light of the comments, the State remains
bound by,its commitment to meet the:
proposed deadlines, unless they are
changed. USEPA will follow the
procedures described below .when
determining if requirements of
conditional approval have been met.

1. When the State submits the-
required additional documentation,
USEPA will publish a notice in, the

.Federal Register announ.ing receipt and
availability of the submission and-that
the conditional approval is-continuing%
pending USEPA's final action on the
submission.

2. USEPA will evaluate the State's
submission and public comment on the
submission to determine if noted
deficiencies have been fully corrected.
After review is complete, a Federal
Register notice will either fully approve
the plan if all 'cohditions have been met,
or withdraw the conditional approval
and disapprove the plan. If the plan is
disapproved the Section 110(a)(2)(I)
restrictions on construction will be in
effect.

3. If the State fails to submit the
required materials according to the
negotiated schedule, USEPA will publish
a Federal Register notice shortly after
the expiration of the time limit for' .

submission. The notice will announce
that the conditional approval is
withdrawn, the SIP is disapproved, and
the Section 110(a)(2)(I) restrictions on
growth are in effect..

The following chart summarizes the
actions taken by USEPA today on the
Ohio submittdl:

. Approval -

(a) Transportation Control Plan for the
following areas:

(i) Akron (ozone component)
(ii) Canton
(iii) Cincinnati*
(iv) Columbus
(v) Dayton

(vi) Steubenville
(vii) Toledo (ozone component)
(viii) Cleveland*
(b) Carbon Monoxide Attainment

Demonstrations for the following'areas:
(i) Cincinnati*
(ii) Cleveland*
(iii) Columbus
(c) Carbon Monoxide RFP

Demonstration for the following areas:
(i) Cincinnati*
(ii) Cleveland*
(iii) Columbus
(d) Ozone Attainment Demonstration

for the following areas: -
(i) Akron

" (ii) Cincinnati*
(fili) Dayton
(iv) Toledo
(e) Ozone RFP-Demonstration for the

following areas:
(i) Akron

-(ii) Canton
(iii) Cincinnati*
(iv) Cleveland*
(v) Columbus
(vi) Dayton
(vii) Toledo
(f) The following portions of Chapter

3745-21 (Control of VOC and carbon"
monoxide emissions from stationary
sources) of the Ohio Administrative
Code:

(i) Rule 01-Definitions
(ii) Rule 02-Ambient Air Quality

Standards and Guidelines
(iii) Rule 03-Methods of Ambient Air

•Quality Measurement
(iv) Rule 04-Attainment Dates and

Compliance Time Schedules-except for
the compliance schedule contained in
paragraph (C(18) as it applies to
sources covered by old rule 3745-21-
04(C)[1)

(v) Rule 05--Nondegradation Policy
(vi) Rule 06-Classification of Regions
(vii) Rule 07-Control of Emissions of

Organic Materials from Stationary
SourCes

(viii) Rule 08-Control of Carbon
Monoxide Emissions from Stationary
Sources

(ix) Rule 09--Control of Orghnic
Compounds from Stationary Sources-
except for paragraphs (M)(2) and (R).

(x) Rule 10-Compliance Test
Methods and Procedures.

2. ConditionalAproval

(a) Carbon Mohoxide Attainment
Demonstration for:. -

(i) Dayton,
(i) Steubenville
(b) Carbon Monoxide RFP

Demonstration for the following areas:
(i) Dayton
(ii) Steubenville
(c) Ozone Attainment Demonstration

for the following areas:

(i) Canton
(ii) Cleveland I

(iii) Columbus
(d) Paragraph (M)(2) and (R) of rule 09

of Chapter 3745-21 of the Ohio
Administrative Code (hereinafter
referred to as Chapter 3745-21).
3. Disapproval .

(a)-Compliance schedule in paragraph
(C)(18) of new rule 04 of Chapter 3745-21
as it applies to sdurces covered by old
rule 3745-21-04(C)(1).

4. No Actioh Taken 2

(a) Carbon Monoxide Attainment and
REP Demonstrations for the following
areas:

(i) Akron
(ii) Toledo
(b) Vehicle Inspection and

Maintenance (I/M)

5. No Action Required
(a) Carbon Monoxide Attainment

Demonstration and RFP Demonstration
for:

(i) Canton
(b) Ozone Attainment Demonstration

and RFP Demonstration for:
(i) Steubenville

I. National and General Comments on
the Ohio SIP and USEPA Response

Comment. One commentator, a local
environmental group, stated that USEPA
lacked statutory authority to
conditionally approve the Ohio SIP, The
commentator further argued that
conditional approval "negates the
punitive weight" of the growth and
funding restrictions of sections
110(a)(2)(I), 176(a) and 316 of the Act, 42
U.S.C. 7410 (a)(2)(I), 7506(a), 7616. The

IThe plans submitted for these areas do not
predict attainment of the carbon monoxide and/or
ozone NAAQS by 1982. Therefore, to have a fully
approvable nonattainment area plan for these areas
the State must satisfy the requirements of sections
172(b](11J (A), (B] and (C.2 The Akron. Toledo and I/M portions of this
notice contain a discussion of the effects of the
growth restrictions imposed by section 110(a)(2)(1)
of the Act, as a result of this action.

USEPA has determined that good cause exists for
making these revisions Immediately effective. By
making this final rulemaking Immediately effective,
the restrictions on Industrial growth contained In
section 110(a)(2)(1) of the Act could be lifted In some
areas of the State of Ohio If ill other requirements
are met. These restrictions are Imposed for a failure
to ha~e a State Implementation Plan which meets
the requirements of Part D after the final date for
SIP approval specified In the Act. USEPA has
determined that for several areas In the State, the
Ohio carbon monoxide and ozone State
implementation Plan revisions meet the
requirements of Part D. Therefore. it would be
contrary to the public Interest to continue for thirty
days after the publication of this notice the
restrictions on Industrial growth for certain sources
located within or desiring to locate within these
carbon monoxide and/or ozone nonattainment
areas. I
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commentator also asserted that by
alerting the public of its conditional
approval policy only on November 23,
1979, USEPA arrived at this policy after
the fact and merely as a means of
political and administrative
convenience.

USEPA Response: USEPA first
announced its conditional approval
policy on July 2,1979,44 FR 38583. On
November 23,1979,44 FR 67182, USEPA
announced the procedures it would
follow for conditional approvals. In
those publications, USEPA set out its
position on conditional approval. In
brief, USEPA believes that where a SIP
substantially complies with the
requirements of Section 172(b), USEPA
has inherent authority to approve a SIP
on the condition that the State corrects
the remaining relatively minor
deficiencies in a short period of time.
The only available alternative would be
to disapprove the SIP and thus invoke
the construction moratorium. Contrary
to the commentator's claim, the
construction moratorium was designed
by Congress to protect air quality when
the state lacks a plan that adequately
assures attainment and maintenance of
ambient standards. That purpose would
not be served when the State plan
substantially assures attainment and
when the remaining deficiencies will be
promptly corrected. Moreover, USEPA is
precluded from imposing funding
restrictions under Section 176(a) under
these circumstances, since the State
clearly would have made "reasonable
efforts" to submit an approvable Part D
SIP. USEPA therefore interprets the Act
to permit a conditional approval under
these circumstances. In addition,
conditional approval is consistent with
Section 110(c)(1)(C). That subsection
requires the Administrator to
promulgate regulations for a state if "the
state fails, within 60 days after
notification by the Administrator or
such later period as he may prescribe, to
revise an implementation plan as
required pursuant to a provision of its
plan referred to in subsection (a)(2)({H."
When the Administrator grants
conditional approval, he is essentially
notifying the State that further revisions
are required to make the plan or
regulations fully approvable. If the State
fails to satisfy the Administrator's
conditions, the Administrator will
disapprove the plan or regulations and
may then promulgate regulations to
correct the deficiency. The State is
simply offered the option of correcting
the inadequacies itself.

Finally, the commentator is incorrect
in maintaining that USEPA's cbnditional
approval policy contradicts its notices of

September 17,1979 (44 FR 53761) and
April 4,1979 (44 FR 20372). The quoted
parts of those notices referred to
different issues than those raised by
conditional approvals, since they
concerned the final approvability of the
SIP. Moreover, USEPA clearly stated its
conditional approval policy on July 2,
1979 and November 23,1979, in a
manner designated to harmonize with
the other Federal Register notices setting
but USEPA's guidance for approving
Part D SIPs.

Comment. The same environmental
group submitted comments on the
adequacy of the techniques utilized in
demonstrating attainment in the urban
areas and on the adequacy of the
procedures utilized by the State when
they adopted their standards.

In reference to the last point, the
commentator believes that adoption of
SIP elements one at at time, with
separate, noncumulative comment
period prevented the public's ability to
utilize a holistic approach to critique the
overall control strategy. In reference to
the attainment demonstrations, the
commentator contends that the Ohio
EPA failed to provide the local planning
agencies with updated emissions
inventories and failed to submit a
current emissions inventory with the
July 27,1979 submittal. Furthermore, the
commentator objects to using the 1975
emissions irventory as the base year for
formulating the SIP. Finally, the
commentator strongly objected to the
use of the linear rollback method which
was used in certain urban areas, for
determining the percent reduction of
VOC emissions necessary to achieve the
NAAQS.

USEPA Response: USEPA has
reviewed these issues and has
determined that the State and local
agencies have complied with the
requirements of the Act. In particular,
when adopting the carbon monoxide
and ozone SIP elements, the State in
every case provided for adequate public
notice prior to convening and hearings
on all elements of the SIP revisions.
USEPA has also determined that the
Ohio EPA either directly or indirectly
supplied the local planning agencies
with an updated emissions inventory.
The emissions inventory used for the
base year (1975) was consistent with
USEPA guidance as outlined in
"Requirements for Nonattainment Area
Plans," and adequately reflects the
emissions corresponding to the air
quality data used in the specific
attainment demonstrations.
Furthermore, these inventories are
updated annually thereby satisfying the

requirements of Section 172(b](4) of the
Act.

Finally, linear or proportional rollback
is one of the four analytical techniques
approved by USEPA for use in
determining the amount of hydrocarbon
reductions necessary to demonstrate
attainment of the ozone NAAQS. It was
the responsibility of the State and/or
local agencies to determine which
specific method was to be used. In a
number of aieas the local agencies
utilized the linear rollback approach.
USEPA review of each urban area's
individual calculation has indicated that
they are correct and acceptable.

Comment.. One commentator
submitted extensive national comments
and requested that the comments be
considered part of the record for each
State plan.

USEPA Response: Although some of
the issues are not relevant to provisions
in Ohio's submission USEPA notified
the public of its response to these
comments at 45 FR 11472,11474
(February 21,1980].

H. Comments on Specific Portions of the
Ohio Submittal and USEPA Response

A. TCP and Attainment andRFP
Demonstrations, Akron Urban Area

Summit and Portage Counties, Ohio
are designated as nonattainment areas
for ozone. Summit County is also a
designated carbon monoxide
nonattainment area. The control
strategy developed for these areas
demonstrate attainment of both the
ozone and carbon monoxide NAAQS by
December 31,1982.

In the March 10, 1980 Federal Register
(45 FR 15195) USEPA indicated that the
transportation control plan and
attainment demonstrations (ozone and
carbon monoxide) for the Akron urban
area satisfied all of the requirements for
an approvable ndnattainment area SIP.
USEPA did. however, identify one
deficiency in both the ozone.and carbon
monoxide reasonable further progress
demonstrations.

On March 21.1980 the State submitted
to USEPA a request to redesignate
Summit County as an attainment area
for carbon monoxide. This request was
made pursuant to section 107 of the Act.
The request was based on three years
(1977-1979) of monitoring data in
Summit County which indicated that
during these years there were no
violations of the carbon monoxide
NAAQS. Under such conditions,
providing the State has satisfied
USEPA's carbon monoxide monitoring-
requirements, USEPA may approve the
redesignation request. If the request is
approved and this area is redesignated
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as either attainment or unclassifiable,
the State would no longer be iequired to
implement the measures propose'd on
July 27,1979.

USEPA has evaluated the-
redesignation request and has proposed
rulemaking on it in the October 17,1980
Federal Register. Since there xints the
possibility that the measures for carbon
monoxide attainment proposed for the
Akron urban ariea in the plan submitted
on July 27, 1979,may not be necessary,
USEPA is presently postponing final
rulemaking action on the carbon -
monoxide portions of that submittal.
Additionally, public comments received
in response to the carbon monoxide
portion of the plan and to USEPA's
proposed action on it, will not be
addressed in this notice. Those public
comments will be discussed along with
any final rulemaking taken in the future
on the carbon monoxide component of
the plan.

It should be noted that for major
stationary sources of carbon monoxide
located within, or desiring to locate
within, this carbon monoxide
nonattainment area, the growth
restriction imposed by section
110(a)(2)(I] will remain in effect until
either (1) USEPA takes final action to
redesignate the area to attainment or
unclassifiable or (2) USEPA takes final
action on this portion of the plan, If the
area is not redesignated.

For Akron, USEPA approves the
ozone component of the TCP and the
ozone attainment demonstration.
Discussed below is the State's response
to the deficiency noted in the ozone RFP
demonstration.

Ozone RFP Demonstration: The ozone
RFP line developed for the Akron area
used 1975 VOC emissions data as a
starting point for its RFP demonstration
but chose a design value based on 1976
air quality. USEPA indicated in the
March'10, 1980 Federal'Register (45 FR
15196) that without documentation
supporting the assumption that 1975
VOC emissions were equal to 1976 VOC
emissions it would be incorrect to use
1975 VOC emissions with 1976 air
quality data. USEPA requested either--
documentation supporting the emissions
assumption or adjustment of the 1975
baseline VOC emissiohs to coincide
with theVOC emission levels in 1976.

State Response: The State responded
that prior to 1976, air quality data was
not available for the Akron area.
Furthermore, the State indicated that the
1976 emission levels were similar to the
1975 baseline emission levels. The State
indicated that the 1975 emissions
baseline was chosenfor the following
reasons: (a) The latest VOC point source
and area source inventories were for .

1975, (b) VOC emissions were nearly
equivalent in 1975, 1976 and 1977.

USEPA Response and Final
Determination: USEPA has reviewed the
information supplied by the State and
has determined that the State has
adequately demonstrated that the 1976
VOC emission levels were similar to the
1975 baseline emission levels. Therefore,
USEPA approves the ozone RFP
demonstration originally submitted for
the Akron area.

Canton Urban Area
Stark County, Ohio is a designated

nonattainment area for ozone. The
control strategy developed for the area
demonstrates attainment of the ozone
NAAQS by December 31,1982.

In the March 10, 1980 Federal Register
(45 F;R 15195) USEPA indicated that the
transportation control plan for the
Canton urban area satisfied all of the
requirements for,an approvable
nonattainment area SIP. During the
public comment period USEPA did not
receive any comments 6n either the
transportation control plan or on
USEPA's proposed approval. Therefore,
USEPA approves the Canton urban area
transportation control plan.

USEPA did, however, identify one
deficiency in the ozone attainment and
RFP demonstrations. As described
below, the State has committed to
resolve the deficiencies by a specified
date. .1

Emission Reduction Estimates: In the
ozone attainment demonstration a 100%
reduction in VOC emissions from the
cutback asphalt category was predicted
to occur by December 31, 1982. In the
March 10,1980 Federal Register USEPA
questioned the accuracy of this
prediction given the possible continued
usage in certain circumstances of
cutback asphalt in 1982. Therefore,
USEPA requested either technical
support for this emission reduction
estimate or a re-evalhation of the
baseline emissions to account for the
possible VOC emissions resulting from
this category.

State Response. The State indicated
that they will conduct a survey on
anticipated usage of cutback asphalt for
the April-October period.I In a letter dated April 24; 1980 the
State indicated that the results of the
survey, along with any needed
adjustments for the SIP baseline and/or

-strategy could be submitted by August 1,
1980. In subsequent conversations with
the State it was determined, however,
that due to limited staff resources the
study and any needed additional time to
submit the study and any needed
adjustments. On August 6, 1980 the State
in a letter from James F. McAvoy

committed itself to submit the above
mentioned maferial by August 1, 1981.

USEPA Response and Final
Determination USEPA believes that
both the State's commitment and
schedule as contained in the August 0,

-1980 letter, to provide the results of the
survey and any needed adjustments are
acceptable. Therefore, USEPA approves
the Canton urban area ozone attainment
demonstration provided the State
submits the above mentioned material
,by August 1, 1981. A notice soliciting
public comment on the acceptability of

.this date appears elsewhere in today's
Federal Register.

Demonstration of Ozone RFP: The
ozone RFP line developed for the
Canton area used 1975 VOC emission
data as a starting point for Its RFP
demonstration but chose a design value
based on 1977 air quality. USEPA
indicated in the March 10, 1980 Federal
Register (45 FR 15196) that without
documentation supporting the
assumption that 1975 VOC emissions
were equal to 1977 VOC emissions It
would be incorrect to use 1975 VOC
emissions with 1977 air quality data,
USEPA requested either documentation
supporting the emissions assumption or
adjustment of the 1975 baseline VOC
emissions to coincide with the VOC
emission levels in 1977.

State Response: The State responded
that, as in the case of Akron: (a) Prior to
1976 air quality data was not available
for the Canton area, (b) the latest VOC
point source and area source inventories
were developed in 1975 and (c) 1975
emission levels were similar to 1977
emission levels.

However, to account for the shorter
timeframe (five years from 1977-1982 as
opposed to seven years from 1975-1982)
for the RFP demonstration and to
account for any revisions made in the
attainment demonstration due to the
cutback asphalt surveythe State has
committed itself to submitting a revised
ozone RFP line by August 1, 1981.

USEPA Response and Final
Determination: USEPA believes that
both the State's commitment and
schedule to submit the revised ozone
RFP demonstration line are acceptable.
Therefore, USEPA approves the ozone
RFP demonstration for the Canton urban
area provided that the State submit the
revised ozone RFP demonstration line to
USEPA by August 1, 1981. A notice
soliciting public comment on the
acceptability of this date appears
elsewhere in today's Federal Register.

Cincinnati Urban Area
Btler, Clermont, Hamilton and

Warren Counties, Ohio and Boone,
Campbell and Kenton Counties,
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Kentucky are designated as
nonattainment areas for ozone.
Hamilton County is also designated as a
nonattainment area for carbon
monoxide. The control strategy
developed for the Ohio counties does
not predict attainment of either the
ozone or carbon monoxide NAAQS by
December 31, 1982. Attainment is
predicted, however, by 1985 for ozone
and 1987 for carbon monoxide.

According to section 172(a)(2) of the
Act for those nonattainment areas
which cannot demonstrate attainment of
either the carbon monoxide and/or
ozone NAAQS by December 31,1982,
the State may request an extension to
show attainment, as expeditiously as
possible, but no later than December 31,
1987. When requesting such an
extension, section 172(b)(11) of the Act
requires that the plan developed for the
area must include the implementation of
certain additional measures. The
additional measures required are: (1)
The development, adoption and
implementation of a vehicle I/M
program, (2) the establishment of a
program for the analysis of alternatives
for those sources proposing to locate in
the area, and (3] the identification of
other measures necessary to provide for
attainment of the NAAQS by December
31, 1987.

In the March 10.1980 Federal Register
USEPA proposed approval of the
transportation control plan, the ozone
and carbon monoxide attainment
demonstrations and the ozone RFP
demonstrations. USEPA also proposed
to approve the carbon monoxide RFP
demonstration provided that prior to
final rulemaking the State correct or
commit to correct by an acceptable date
the deficiency noted.

At that time USEPA proposed to
disapprove the I/M program submitted
(a discussion of USEPA's action on the
I/M program is contained in a separate
section of this notice). USEPA also
indicated that rulemaking action on the
program for the analysis of alternatives
sites for sources proposing to locate in
the area was to be published in a
separate Federal Register since the State
was at that time developing the program
and intended to submit it as part of their
New Source Review {NSR) SIP revisio
USEPA's proposed rulemaking on the
NSR SIP revision is detailed in the
August 26, 1980 Federal Register. Final
rulemaking on the NSR SIP revision
appears in-a separate notice published
in today's Federal Register.

In addition to the State's response to
the NPR USEPA received three public
comments. Summarized below are the
significant issues raised by the
commentors, the deficiency noted in the

NPR, the State's response to USEPA's
proposed action, USEPA's response to
the commentors and the State, and
USPA's final rulemaking action.

Demonstration of carbon monoxide
RFP- The plan developed for the
Cincinnati area did not contain an RFP
demonstration line for carbon
monoxide.

State Response: The April 24,1980
correspondence from James F. McAvoy
contains an RFP demonstration line
which graphically displays the annual
incremental reductions in total carbon
monoxide emissions for the area. The
average reduction demonstrated is
approximately 35,000 tons per year (tpy).

It should also be noted that in the
April 24,1980 correspondence the Ohio
EPA indicated that the program for the
development of the analysis of
alternative sites and the identification of
additional measures to provide for
attainment of the NAAQS in the area by
December 31, 1987 would be addressed
in a separate communication. USEPA's
proposed rulemaking action is discussed
in the August 26, 1980 Federal Register.

USEPA Response: USEPA has
reviewed the carbon monxide RFP
demonstration line submitted and has
determined that it is consistent with the
attainment demonstration and.
therefore, approvable.

Public Comment: One commentor
indicated that, even though the plan
submitted for the Cincinnati area listed
the Transportation Control Measures
(TCM) implemented during 1975-1978,
the plan did not quantify the air quality
improvements that were realized as a
result of the implementation of these
TCM.

USEPA Response: The plan contains a
table of the TCM implemented and their
associated emission rduction
estimates. Some of the TCM listed have
no quantifiable emission reduction
estimates associated with their
implementation. These TCM, however.
do have a positive impact on the air
quality. The plan does state in the
narrative (p. 7-10 of section 7.1.2)
adequate justification for the absence of
any estimated emission reductions from
these TCM.

Public Comment. Another commentor
questioned why two deficiencies cited in
the Kentucky SIP developed by Ohio-
Kentucky-Indiana (OKI) Regional
Counsel of Governments for Boone,
Campbell and Kenton Counties,
Kentucky were not cited as deficient in
the Ohio submittal. The commentor
noted that " ** specifically. (1) a
commitment from the proper agencies to
the implementation of TCM identified in
the 1979 Transportation Improvement
Program Annual Element (TIP/AE) (as

examples, agencies currently
uncommitted are Ohio Department of
Transportation (DOT) and Southeast
Ohio Regional Transit Authority
(SORTA, and (2) limiting the TCM
submitted to those with long-term as
well as short-term air quality benefits."

USEPA Response: The plan developed
by OKI for the Ohio portion of the
Cincinnati urban area contains a
resolution adopted by OKI's Executive
Committee on March 8,1979. The
resolution commits the members of the
Committee to achieve specific annual
emission reduction targets which will
ensure attainment of the NAAQS. The
concurrence of the Ohio DOT, a member
of the Committee, and SORTA. an ex-
officio member of the Committee,
indicates their commitment to cooperate
in the transportation-air quality
planning process and to implement the
TCM necessary to achieve the annual
emission reduction targets which would
ensure attainment of the NAAQS.

In response to the second issue raised
by this commentor it should be noted
that the submittal contains a list (table
7-4) of TCM which have been
recommended for implementation during
1980-1983. Some of the measures are
expected to achieve specific emission
reduction goals and thus to have long-
term as well as short-term air quality
benefits.

Public Comment: When commenting
on the I/M program for the area one
commentor also raised an issue in
reference to the monitoring conducted
for the area. (The I/M comment will be
discussed in a separate section of this
notice.) The commentor believed that
the monitoring data taken from two of
the five monitors in the area should not
be accepted. The commentor stated that
one monitor is located adjacent to a
parking area and the other is too close
to a ividely travelled highway.

USEPA Response: USEPA policy
states that carbon monoxide monitors
are to be located in areas that are
accessible to the public. Additionally.
the citing of carbon monxide monitors
depends on the area's wind direction,
topography and traffic patterns. Under
certain circumstances the data received
from monitors located near parking
areas and heavily travelled roadways
yield a more accurate picture of the
carbon monoxide levels in the area.
USEPA has checked the location of the
two monitors mentioned above and has
determined that they are appropriately
located.

Public Comment: One commentor
stated that in the plan developed for the
Cincinnati area, the RFP demonstrations
do not show annual incremental
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I

reductions as required by section
172(b)(3).

USEPA Response: In the NPR USEPA
noted that the carbon monoxide RFP
demonstration was not submitted. As
stated earlier, on April 24, 1980 the State
submitted an acceptable RFP
demonstration to ensure attainment of
the carbon monoxide NAAQS. • -

Additionally, in the July 27,1979
submittal (Appendix 9) the State
submitted an acceptable ozone RFP
demonstration vWhich showed annual
incremental reductions in VOC
emissions.

USEPA Final Determination: USEPA
has reviewed the State's response to.the
deficiency previously noted in the
Cincinnati plan and has determined that
the State has adequately corrected that"
deficiency. Additionally, USEPAhas
determined that none of the public '
comments received has provided an
adequate reason for USEPA to change
its initial findings. Therefore, USEPA
approves the transportationcontrol
plan, and the carbon monoxide and
ozone attaimhent and REP
demonstrations for the Cincinnati area.

It should be noted, however, that even
though USEPA has approved the above
cited individual elements of the
Cincinnati plan, the State mist satisfy
the additional requirements of section
172(b)(11) of the Act. Until sich time as
USEPA approves the State's program to
satisfy the section 172(b)(11)
requirements, the growth restrictions of,
section 110(a)(2)(I) of the Actwill be in
effect in the Cincinnati urban area.
Additionally, if the Statefails to
adequately address the additional
172(b)(11) requirements then the funding
restrictions of section 176(a) and 316 of
the Act may be imposed..

Cleveland Urban Area
Cuyahoga, Geauga, Lake, Lorain and

Medina Counties are designated as
nonattainment areas for ozone.
Cuyahoga County is also designated as
a nonattainment area for carbon
monoxide. The control strategy
developed for .these counties does not
predict attainment of either the ozone or
carbon monoxide NAAQS by December
31, 1982.

According to section 172(a)(2) of the
Act for those nonattainment areas
which cannot demonstrate attainment of
either the carbon monoxide and/or
ozone NAAQS by December 31, 1982,
the State may request an extension to
show attainment as expeditiously as
possible, but no later then December 31,
1987. When requesting- such an
extension, section 172(b)(1f) of the Act'
requires that the plan developed for the
area must include the implementation. of

certain additional measures. The
additional measures required. are: (1)
The development, adoption, and%
implementation of a I/M program, (2)
the establishment of a program for the
analysis of alternatiyes for those
sources proposing to locate in the area,
and (3) the identification of other'
measures necessary to provide for
attainment of the NAAQS by December
31, 1987.

In the March 10,1980 Federal Register
USEPA proposed approval of the
,transportation control plan, attainment
and RFP demonstrations (ozone and
carbon monoxide) developed for the
Cleveland area, provided that prior to
final rulemaking the State correct or
commit to correct by an acceptable date
the deficiencies noted. (USEPA noted a
total of six deficiencies.) At that time
USEPA proposed to disapprove the I/M
program submitted (a discussion of
USEPA's action of the I/M program is.
contained in-a separate section of this
notice.) USEPA also indicated that
rulemaking action on the program for
the analysis of alternative sites for
sources proposing to locate in the area
was to be published in a separate
Federal Register since the State was, at
that time, developing the program and
intended to submit it as part of their
New Source Review (NSR) SIP revision.
USEPAbs proposed rulemaking on the
NSR SIP is detailed in the August 26,
1980 Federal Register. Final rulemaking
on the NSR SIP revision appears in a
separate notice published in today's
Federal Register.

In' addition to the State's response to
the NPR, USEPA received two public
comments. Summarized below are the
significant issues raised by the
commentors, the deficiencies noted in
the NPR, the State's response to
USEPA's proposed action, USEPA's
response to commentors and the State,
and USEPA's final rulemaking action.

Public Comment: One commentor
believed that the plan submitted did not
contain-a complete travel forecasting
methodology. The commentor felt that
this work should be completed as soon
as possible.

USEPA Response: The air quality-
transportation planning process
submitted by the Northeast Ohio.
Areaswide Coordinating Agency
(NOACA), the lead local agency
responsible for developing the
Cleveland plan, contains provisions for
the completion-of the area's long range
transportation plan during fiscal years
1981-83. A crucial precursor element in
the development of the long range
transportation plan is the development
of an accurate travel forecasting
methodology. Therefore, it is expected

that the revised travel forecasting
methodology will be completed by the
end of fiscal year 1980 to allow for
completion of the long range
transportation plan during fiscal year
1981-1983.

Public Comment: In the March 10,
1980 Federal Register (45 FR 15198) the
State is quoted as saying that "* * '
Additional hydrocarbon area source
controls (for the Cleveland area) will be
evaluated and selected by NOACA," In
an April 8, 1980 correspondence
NOACA indicated that they had "* * *
been given neither the responsibility for
dealing with stationary sources, nor the
funding to study them * * * If, however,
funds were made available to NOACA
from another source for the purpose of
studying area source controls, NOACA
would be prepared to consider
conducting such a study' * *

USEPA Response: Representatives of
USEPA, Ohio EPA and NOACA met on
May 3,1980. The purpose of that meeting
was to resolve the issue raised above.
As a result of that meeting and
subsequent commitments, USEPA has
agreed to provide NOACA with
additional funds and guidance to Initiate
and complete the area source study.
Accordingly, NOACA has agreed to
conduct the study.

Carbon Monoxide RFP
Demonstration: The plan submitted for
the Cleveland area did not contain a
carbon monoxide'RFP demonstration
line.

State Response: The State submitted
on April 24, 1980 a cgrbon monoxide
RFP demonstration. This line shows the
annual incremental reductions in carbon
monoxide necessary to ensure
attainment of the NAAQS for carbon
monoxide.

USEPA Response: USEPA has
reviewed the carbon monoxide RFP
demonstration line submitted by the
State for the Cleveland area and has
determined that it is acceptable.

Transportation Contiol Plan-
Implementor Commitments: One of the
requirements for an acceptable TCP is
that it contain h commitment by the
regional policy board to meet specific
annual emission reduction goals. The
Cleveland TCP contains commitments to
meet annual VOC emission reduction
goals. The TCP, however, does not
specify what these annual goals are.

State Response: The State on April 24,
1980 indicated that if attainment of the
ozone NAAQS is to be achieved by
1987,'it would be necessary for the area
to achieve an annual average BOC
emission reduction of 9,764 tons per
year.

USEPA Response: USEPA has
reviewed the emission reduction
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calculation and has determined that if
the area annually achieves that average
amount of VOC emission reductions,
attainment of the ozone NAAQS will be
achieved by December 31, 1987.
Therefore, the above noted figure is an
acceptable emission reduction
commitment.

Transportation Control Plans-
Strategies Demonstrating Attainment;
The Act requires that the TCP contain
representative Transportation Systems
Management (TSM)/SIP strategies. The
list should include twelve representative
strategies for each pollutant in the
following categories: Projects to
increase vehicle speed, projects to
reduce congestion, projects to increase
vehicle occupancy, and projects to
improve mass transit.

Ozone Attainment Demonstration-
VOC Emissions Inventory: The VOC
emissions inventory indicated that there
were no VOC emissions in Medina
County. This assumption was based on
the fact that there are no stationary
sources for which reasonable available
control technologies apply in this
county. USEPA noted that even though
this assumption may be correct, there is
still the possibility of VOC emissions
from other sources (i.e., usage of cutback
asphalt). Therefore USEPA requested
either technical documentation
supporting the zero emission assumption
or a reevaluation and adjustment of the
emissions inventory to include VOC
emissions from these other sources. It
was also noted that any adjustment in
the inventory could possibly require an
adjustment in the ozone RFP and
attainment demonstrations.

State Response: The State agrees that
there are likely to be VOC emissions in
the County in 1982 and 1987 from the
cutback asphalt and gasoline marketing
categories. The State estimates that
there will be approximately 307 tons of
VOC emissions per year in 1982 and 96
tons of VOC emissions per year in 1987
from the two categories. To account for
these increased emissions the State

Additionally, for each of these four
categories, the submission must indicate
the: Project title, description and
location, project status, responsible
agency, date of implementation, funding
amounts and sources, and carbon
monoxide and hydrocarbon emission
reductions expected. The Cleveland TCP
does not contain any of the above
mentioned information.

State Response: In a letter dated July
23. 1980 the State submitted a list of
representative TSMISIP strategies.

USEPA Response: One July 23,1980
USEPA received from the State a list of
representative adopted TSM/SIP
strategies. USEPA has received these
strategies and has determined that the
following are acceptable and satisfy the
condition specified in the March 10,1980
Federal Register (45 FR 15192).

revised their ozone RFP demonstration
for the Cleveland area. Additionally, the
State indicated that the development
and implementation of additional mobile
stationary source measures, already
committed to by the State, will account
for any negative impact which these
VOC emissions may have on the ozone
attainment demonstration.

USEPA Response: USEPA has
reviewed the State's response and
concurs with the revised inventory
which includes VOC emissions from the
cutback asphalt and gasoline marketing
categories. Furthermore, the revised RFP
demonstration is acceptable.

Ozone Attainment Demonstration-
Emission Reduction Estimates: In the
ozone attainment demonstration a 100%
reduction in VOC emissions from the
cutback asphalt category was predicted
to occur by December 31, 1982. In the
March 10,1980 Federal Register USEPA
questioned the accuracy of this
prediction given the possible continued
usage, in certain circumstances, of
cutback asphalt. Therefore, USEPA
requested either technical support for
this emission reduction estimate or a re-
evaluation of the baseline emissions to
account for the possible VOC emissions
resulting from this category.

Statp Response: The State indicated
that they will conduct a survey on the
anticipated usage of cutback asphalt for
the April-October period. In a letter
dated April 24,1980 the State indicated
that the results of the survey could be
submitted to USEPA by August 1,1980.
In subsequent conversations with the
State it was determined that due to
limited staff resources additional time
would be needed. On August 6,1980 the
State, in a letter from James F. McAvoy
committed to submit the above
mentioned material/information by
August 1,1981.

USEPA Response: USEPA believes
that both the State's commitment and
.schedule, as contained in the August 6,
1980 letter are acceptable.

A notice soliciting public comment on
the acceptability of the August 1,1981
date for submittal of the results of the
survey appears elsewhere in today's
Federal Register.

Ozone Attainment Demonstrations:
The plan submitted on July 27,1979 for
the Cleveland Metropolitan Area does
not predict that a sufficient reduction in
hydrocarbon emissions will occur to
ensure attainment of the ozone NAAQS
by December 31,1987. However, in a
letter dated December 28,1979 from Mr.
James F. McAvoy to Mr. John McGuire,
the Ohio EPA has made a commitment
to assure attainment of the ozone
standard in Cleveland by 1987. Mr.
McAvoy stated in the letter that "In a
coordinated effort to assure attainment,
additional point source hydrocarbon
reductions (VOC) will be developed by
Ohio EPA, and additional transportation
measures will be implemented through
NOACA's transportation planning
process. Additional hydrocarbon (VOC)
area source controls will be evaluated
and selected by NOACA"

USEPA stated in the NPR that it
believed that the additional reductions
in hydrocarbon emissions necessary to
demonstrate attainment of the ozone
NAAQS in Cleveland could be achieved
by December 31,1987. Furthermore,
USEPA concurred with the approach
outlined in the December 28,1979,
McAvoy letter.

USEPA proposed to approve the
Cleveland attainment demonstration if
the State submitted the following:

a. A list of the additional TSM
strategies to be implemented which, in
conjunction with the additional point
source regulations, will demonstrate
attainment of the ozone NAAQS; and

b. A schedule which delineates the
dates on which the additional point

Strategy fnlemufltor E',in t edict.:

(1) Big Creek Bikeway ---- --- Cleitanid Leropot~ Pairk 0 1 ton pvr -ow (?V )
Oitnct hyrocarbon ($C) 1 34 g

carbon monQode 12co)
(2) Synchronization of traffic signals, Clfton Bouiead Lakewood, Ohio Departunen of 319 py HC 40566 Ip CO

Ohio. Transpotabon Cty of
Lakewood

(3) New Bus Routes through Cuyahoga County Grater C
. . .  

0vlnd RogorW 292 Vy HC 4811 tpy CO
Trnsi Authonly

(4) Traffic synchronization in Northri Olmslead and Wickfe . .. City of North Onsead an 64 7 tpy K 7838 toy CO
Wckflt

(5) Areaw'ce Car Pool Program,-- Northeast oC"o Aeawide 354 7 ty W. 48 9 ty CO
Coordab,-,g Counci

7'2129



72130 Federal Register / Vol. 45, No. 213 / Friday, October 31; 1980 / Rules and Regulations

source controls will be developed and
implemented.

Alternatively, USEPA proposed to
approve the attainment demonstration if
the appropriate State official provided
USEPA with assurances that the above
noted corrective materials would be
submitted to USEPA on a negotiated
date.

State Response: James F. McAvoy, in
his April 24, 1980 letter committed to
submitting the above noted list and
schedule to USEPA by November 1,
1980.

USEPA Response: USEPA believes
that both the State's commitment and
date for submittal of the additional
informatioii are acceptable. A notice
soliciting public comment on the '
acceptability of the November 1, 1980
Zate appears elsewhere in today's
Federal Register.

USEPA Final Determination: USEPA
has reviewed the State's response to the
deficiencies previously noted in the
Cleveland plan,-and has defeimined that
the State has adequately corrected and/
or committed to correct the deficiencies
noted. Additionally, USEPA has
reviewed the public comments received
and has determined that none of the
public comments has provided an'
adequate reason for USEPA to change
its initial findings. Therefore, USEPA
approves the ozone and carbon
monoxide RFP demonstrations, the
carbon monoxide attainment
demonstration and the transportation
control plan. USEPA approves the ozone
attainment demonstration on the
condition that the State submit: (1) The
revised VOC emission reduction
estimates by August 1, 1981 and (2) the
list of additional TSM strategies and
point source regulations to be
implemented along with the schedule for
the developmenf of the point source
regulations by November 1, 1980. A
notice soliciting public comment on the
acceptability of these dates appears
e.lsewhere in today's Federal Register.

It should be noted, however, that even
though USEPA has approved of and/or
conditionally approved the above
mentioned individual elements of the
Cleveland plan, the State must satisfy
the, additional requirements of section
172(b)(11) of the Act. Until such time as
USEPA approves or conditionally
approves the State's prograiis to satisfy
the section 172(b)(11) requirements, the
growth restrictions of section 110(a)(2)(I)
of the Act will be in effect in the
Cleveland urban area. Additionally, if
the State fails to'adequately address the
additional 172(b)(11) requirements then
the funding restrictions of section 176(a)
and 316 of the Act may be imposed.

Columbus Urban Area
Franklin County is a designated

nonaittainment area for ozone and
carbon monoxide. The control strategy
developed for the area demonstrates
attainment of both -the carbon monoxide
and ozone NAAQS by December 31,
1982. In the March 10, 1980 Federal
Register USEPA proposed-approval of
the transportation control plan, and the
carbon monoxide attainment
demonstration and the ozone and
carbon monoxide-RFP demonstrations
developed for.the Columbus urban area.
Additionally, USEPA proposed to
approve the ozone attainment
demonstration-provided that the State
prior to final rulemaking correct or
commit to correct by an acceptable date
the deficiency noted. During'the public
comment period the only response
received was from the State.
Summariied below is the deficiency
noted inthe NPR, the State's response
and USEPA's response and final
determinati6n.

Ozone Attainment Demonstration-
Emission Reduction Estimates: In the
ozone attainment demonstration a 100%
reduction in VOC emissions from the

- cutback asphalt category was predicted
to occur by December 31, 1982. In the
March 10, 1980 Federal Register USEPA
questioned the accuracy of this
prediction given the possible continued
usage, in certain circumstances, of
cutback asphalt. USEPA requested
either technical support for this emission
reduction estimate or.a re-evaluation of
the baseline emissions to account for the
VOC emissions resulting from this
category.

State Response: The State indicated
that they will conduct a survey on
anticipated annual usage of cutback
asphalt for the April-October period. In
a letter dated April 24, 1980, the State
indicated that the results of the survey
could be submitted to USEPA by August
1, 1980. In subsequent conversations
with theState it was determined that
due to limited staff resources additional
time would be needed. On August 6,
1980 the State, in a letter from James F.
McAvoy committed to submit the above
mentioned material and information by
August 1, 1981.

USEPA Response and Final
Determination: USEPA has reviewed the
State's response to the deficiency
previously noted in the Columbus ozone
attainment demonstration, and has
determined that the State has -
adequately committed to correct this
deficiency. No public comments were
received on the Columbus plan.
Therefore; USEPA approves the
transportation control plan, the ozone
and carbon monoxide RFP
demonstrations and the carbon

monoxide attainment demonstration,
Additionally, USEPA approves the
ozone attainment demonstration on the
condition that the State submit the
information requested to justify the 100%
VOC reduction estimate by August 1,
1981. A notice soliciting public comment
on the acceptability of the scheduled
date appears elsewherein today's
Federal Register.

Dajton Urban Area
Montgomery, Greene, Clark, Darke,

Miami and Preble Counties are - I
designated as nonattainment areas for

-ozone. Additionally, Montgomery .
County is designated as nonattainment
for carbon monoxide. The plan
developed for these areas demonstrates
attainment of the ozone NAAQS by
December 31, 1982 and commits to
implementing additional measures to
ensure attainment of the carbon
monoxide NAAQS by December 31,
1982. In the March 10, 1980 Federal
Register USEPA proposed approval of
the transportation control plan and
ozone attainment and RFP
demonstrations. Additionally, USEPA
proposed to approve the carbon
monoxide attainment and RFP
demonstrations provided-that prior to
final rulemaking the State corrected or
commit to correct by an acceptable date
the deficiencies noted. During the public
comment period USEPA received
comments from the metropolitan lead
local planning agency and the State.
Summarized below are the significant
issues raised by the commentors, the
deficiencies noted in the NPR, the
State's response to USEPA's proposed
action, USEPA's response to
commentors, and USEPA'g final
rulemaking action.

Public Comment: The lead local
planning agency stated in a letter its
approval and support of the effort being
made to ensure attainnent of the carbon

.-monoxide NAAQS in Dayton by
December 31, 1982. The planning
agency, however, expressed concern
over the fact that the method being
employed focused on reducing carbon
monoxide emissions only at monitored
"hot spot" locations. The planning
agency believed that a better approach
would be to model the area for the
location of potential carbon monoxide
hot spots. To verify the existence of
these hot spots monitoring would be
conducted of those areas identified in
the modeling analysis as potential hot
spots. Once these potential hot spots
were verified, measures would be
developed to eliminate them. The lead
planning agency also indicated that
certain portions of the table on page
15200 and 15201 of the March 10, 1980
Federal Register should be corrected as
follows:
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USEPA Response: The approach carbon monoxide problems and has,
advocated by the lead planning agency therefore, satisfied USEPA
goes beyond USEPA's requirements. requirements.
USEPA policy for the 1979 SIP revisions In response to the planning agency's
requires only that an acceptable carbon identification of errors in the table on
monoxide attainment demonstration be pages 15200 and 15201 of the March 10,
based on monitored violations of the 1980 Federal Register, USEPA agrees
carbon monoxide NAAQS. As discussed with all of the corrections except for the
below the State has adequately strategy enumeration of the following:
committed to remedy the monitored
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Carbon Monoxide Attainment
Demonstration: As stated earlier the
original plan submitted on July 27,1979
for the Dayton area did not predict
attainment of the carbon monoxide
NAAQS by December 31, 1982.
However, in a letter dated January 14,
1980, the Ohio EPA stated that by
remedying the carbon monoxide "hot
spot" problems in the area, the
appropriate reduction in carbon
monoxide emissions would be achieved
to assure attainment of the carbon
monoxide NAAQS by 1982.
Furthermore, it was stated in the letter
that the Miami Valley Regional Planning
Commission (MVRPC), the lead local
planning agency would submit to the
Ohio EPA (1) a list of the "hot spots"
areas, and (2) a schedule for the study,
evaluation and implementation of
control measures for each "hot spot" to
assure attainment of the carbon
monoxide NAAQS by December 31,
1982.

The schedules (one for each "hot

spot" intersection) were to be forwarded
to Ohio EPA by March 1.1980 and were
to include interim milestones toward the
implementation of each selected control
measure along with commitments from
the appropriate implementor(s).

In the March 10, 1980 Federal Register,
USEPA stated its support of the efforts
of the State to attain the carbon
monoxide NAAQS as expeditiously as
possible (in this case by 1982) and
believed that through the
implementation of the TSM/SIP
strategies already scheduled for
implementation and through the
implementation of Reasonably
Available Control Measures (RACM) for
the "hot spot" areas, the carbon
monoxide NAAQS could be attained by
December 31,1982. USEPA, however,
requested the State to submit the
following information:

(a) Techniqal monitoring and
modelling data on all monitored
violations.

(b) A list of the "hot spot"

intersections in the Dayton area
associated with the carbon monoxide
nonattainment monitors.

(c) A description of each TSM
measure implemented or adopted for
implementation between 1979 through
1982 to eliminate the hotspot violations.

(d) A schedule developed for the
study evaluation and implementation of
control measures for each "hot spot" to
assure attainment by 1982. The schedule
is to specify the following: Submission
of control plan; award of construction
grants, initiation of on site construction,
and final implementation of control
measures (no later than 12/31/82).

(e) Evidence that MGTCC will provide
priority funding to accomplish the tasks
specified in item #4 above and will
support the use of Federal
transportation funds, if necessary.

Ohio EPA indicated that the above
mentioned schedule and schedule items
were to be submitted by MVPRC by July
1,1980. In the NPR, USEPA stated that
the Ohio EPA was to submit this
information to USEPA within 30 days
after receiving it from MVRPC. USEPA
also noted that the control plan
submission must include commitments
from the appropriate implementor for
each transportation control measure.

State Response: In a letter dated April
24, 1980 from Mr. James McAvoy, the
State responded in the following manner
to the information requested by the
USEPA in the NPR:

(a) The modelling (proportional
rollback) conducted indicated that a
56.7% reduction in carbon monoxide
emission was necessary. The modelling
used the design value of 23.1 mglm/3/
which was obtained from carbon
monoxide data obtained from the
monitor located at 117 South Main
Street.

(b] The "hot spot" intersection
associated with the carbon monoxide
nonattainment monitor is located at
Fourth and Main Streets.

(c) A description of each TSM
measure implemented or adopted for
implementation between 1977 through
1982 to eliminate the "hot spot"
violations are contained in Appendix 7D
of Dayton's ozone/carbon monoxide SIP
revision. Carbon monoxide reductions
predicted through the implementation of
these measures are included in the
MVRPC FY 80 Transportation
Improvement Program (TIP) (Section 2
and Appendix C. Also included in
Appendix C of the TIP are the required

72131
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resolutions of commitment from the
responsible implementors.

(d) The schedule for the study,
evaluation, and implementation of
control measures-at the identified "hot
spot" (Fourth and Main Streets) will be
completed by MVRPC-and submitted to
the Ohio EPA by October 1, 1980 and
transmitted to USEPA 30 days later,
November 1, 1980.

The State indicated that MVRPC
could not be expected to commence
work on obtaining the information until
afterpublication of the NPR. The NPR"
was not published until March (three
months after the original estimate was
made). Therefore, it became necessary
for MVRPC to revise theiroriginal
estimate by three months. Additionally,,
the State indicated that the October 1,
1980 date will allow the MVRPC to
revise their FY 81 Overall Work
Program to address the required
additional carbon monoxide hot spot
analysis and selection of the appropriate
control measures.

(e) The State will submit USEPA by
November 1, 1980, evidence of priority
funding, if proven to be necessary.

SEPA Response: The State has
supplied sufficient information to satisfy
points a, b, and c identified in the NPR.
Additionally, the commitment by the
State to submit the items specified in
point "d", and if necessary in point "e",
by November 1,4980 (30 days after
receipt from MVRPC) is acceptable. A
notice soliciting comment on the
acceptability of this date appears
elsewhere in today's Federal Register.

Carbon Monoxide RFP
Demonstration: In the NPR USEPA
requested that the State submit an
acceptable carbon monoxide RFP
demonstration line for the area.

State Response: The State indicated in
the April 24, 1980, James F. McAvoy
letter that the carbon monoxide RFP
demonstration would be a schedule of
transportation control measures 11
sufficient to demonstrate attainment by
December 31,1982, and would be
submitted to USEPA on November 1,
1980.
I USEPA Response: USEPA believes

that the schedule of transportation
control measures which will be
submitted oxi November 1, 1980, will
provide an adequate demonstration of
RFP. Furthermore, USEPA finds the.
State's commitment to submit the
information on November 1, 1980 as.
acceptable. A notice soliciting comment'
on the acceptability of this date appears
elsewhere in today's Federal Register.

USEPA Final Determination: USEPA
has reviewed theState's response to the
deficiencies previously noted in the
Dayton carbon monoxide attainment

and RFP demonstrations and has
determined that the State has
adequately corrected and/or committed
to correct these deficiencies. USEPA has
reviewed the public comments received
and has determined that none Qf the
public comments has provided an
adequate reason for USEPA to change
its initial findipgs. Therefore, USEPA
approves the transportation control plan
and ozone attainment and RFP
demonstrations. -

Additionally, USEPA approves the
carbon monoxide attainment End RFP .-
demonstration. on the condition that the
State submit by November 1, 1980: (a)
The schedule for the study, evaluation
and implementation of control measures
for the "hot-spot" area, (b) evidence of

.priority funding, if proven necessary and
(c) a revised carbon monoxide RFP
demonstration. A notice soliciting public
comment on the acceptability of this
date appears elsewhere in today's
Federal Register.

Steubenville Urban Area

Jefferson County is a designated
nonattainment area for both ozone and
carbon monoxide. Due to the population
of the area (less than 200,000) a specific
plan to demonstrate attainment of the
ozone NAAQS is not required by
USEPA policy. A plan, however, is
required to demonstrate attainment of
the carbon monoxide NAAQS.

The Jul 27, 1979 submittal for the
Steubenville urban area relied
exclusively on mobile source control to
achieve attainment of the carbon '
monoxide NAAQS This approach to
reducing the'carbon monoxide levels in
the area was predicated on the
assumption that the high carbon
monoxide violations were the result of

~.transportation related-problems.
However, a reanalysis by the State of
the carbon monoxide data indicated that
this assumption was incorrect.
Consequently, implementation of only
mobile source controls was not
sufficient to ensure attainment of the
carbon monoxide NAAQS by December
31, 1982.

To demonstrate attainment of the
carbon monoxide NAAQS byDecember
31, 1982 the State of Ohio in a January 8,
1980, letter from James McAvoy,
director, Ohio EPA, committed to
conduct additional studies of the carbon
monoxide violations in the Steubenville
area and to determine the specific
stationary sources of the carbon
monoxide violations. As a result of
these studies, the State would develop,
if necessary, additional RACT
regulations for the control and reduction
of carbon monoxide from the stationary
sources causing the problem in the area.

- In the March 10, 1980 Federal Registor
USEPA proposed to approve the carbon
monoxide attainment demonstration for
the Steubenville area provided that the
State: (1) Submit within one year after
final rulemaking action has been taken
on this SIP revision, an acceptable
attainment demonstration which shows
that the Steubenville area will meet the
carbon monoxide NAAQS by December
31,1982; and (2) adheres to the schedule
contained in the January 8, 1980, letter
from Mr. James McAvoy. The schedule
is *as follows:

a. January 2 to June 30, 1980 Ohio EPA
will conduct a study to determine the
cause of the carbon monoxide violations
in Steubenville.

b. Regulations will be proposed by
August 31, 1980 that require a RACT
level bf control for carbon monoxide
sources that are contributing to the
violation and/or other appropriate
control strategies will be proposed.

c. December 31, 1980-RACT
regulations will be effective,

d. December 31, 1982-Sources will be
required to comply with RACT
regulations as expeditiously as
practicable but no later than December
31, 1982.

State Response: In a letter dated May
27, 1980, Mr. James McAvoy committed
to submit within oneyear after
publication of this notice an acceptable
carbon monoxide attainment
demonstration for the Steubenville area.
Additionally, in the same
correspondence, Mr. McAvoy repeated
the State's January 8, 1980 commitment
to have all sources identified as needing
additional control in compliance with
the new RACT regulations by December
31, 1982. In the May 27, 1980 letter as
well as in an April 24,1980
correspondence Mr. McAvoy indicated
that the carbon monoxide study could
be completed by November 1, 1980 with
the regulations adopted and submitted
to USEPA by August 1, 1981. On August
6,1980 Mr. McAvoy reaffirmed the
State's commitment to submit any
necessary regulations by August 1, 1981,
However, Mr. McAvoy indicated that an
additional two months, until January 1,
1981, would be needed for the Ohio EPA
to complete the carbon monoxide study.
The additional time was needed due to
the complexity of the problem, the
modelling approach proposed for the
area, and limited staff resources.

USEPA Response: USEPA finds
acceptable the State's commitment to
submit a revised carbon monoxide
attainment demonstration for the
Steubenville area by, August 1, 1981.
USEPA, also finds acceptable the State's
commitment to have all sources
identified as needing additional control
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in compliance by December 31, 1982.
Given the complexity of the problem,
USEPA recognizes the need for the State
-to have additional time to complete the
study. Additionally, since the sources
are still required to be in compliance by
December 31,1982 and since the
additional tinie allocated to the interim
increments of the schedule do not
interfere with the compliance date,
USEPA finds acceptable the January 1,
1981 date for completion of the carbon

USEPA Response: USEPA has
reviewed the revised list submitted by
the commentor and concurs with it.

USEPA Final Determination: USEPA
has determined that the State has
adequately committed to correct the
deficiencies noted and that none of the
public comments has provided an
adequate reason for USEPA to change
its initial findings. Therefore, USEPA
approves the transportation control plan
developed for the area. Additionally,
USEPA also approves the carbon
monoxide RFP and attainment
demonstrations provided that the State:
(a) Submits an acceptable carbon
monoxide attainment with an
acceptable RFP demonstration by

monoxide study and the August 1,1981
date for the submittal of the necessary
revised regulations.

Public Comment- One commentor
noted some errors in the list on page
15202 of the March 10,1980 Federal
Register. This is a list of the areawide
representative TSM/SIP strategies for
carbon monoxide and hydrocarbon
reductions to be implemented from 1979
to 1982. The commentor believes that
the list should read as follows:

August 15,1981 and (b) submits to
USEPA by January 1,1981 the results of
the carbon monoxide study and by
August 1,1981 the necessary revised
regulations. A notice soliciting public
comment on the acceptability of the
committed dates appears elsewhere in
today's Federal Register.

Toledo Urban Area

Lucas and Wood Counties are
designated as nonattainment areas for
ozone. Additionally. based on monitored
violations of the carbon monoxide
NAAQS occurring in 1975. Lucas County
was designated as a nonattainment area
for carbon monoxide. The plan
developed for these areas and submitted

EskYWned
kwovernent protect knpe"-etr ye wl rm1.d

McLiter Ave.. Mingo Junction_ ODOT - 1975 1,.58 grcy hn HC
33.405 9g0dy in CO
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300 grfday kn CO

Ohio Route 7 Relocabon = OOOT ........... 1977 146.935 gridwy in HC
1.04,303 grtdey in CO
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21.350 gr/ldy kn CO

Mawe Street, Toronto .__ Jaason Coc _. 1979 2.557 grfdy in CO
30,350 gr/dey inW

U.S. 22 and SR 43. Wntersvle- 0 T. 1979 865.894 grlday in CO
71,391 grda einlHC

TR 181CR 26 to Camp C. EnL 0OOT 1979 7,459 grfdoy m CO
Road 953 gr/dey in HC

SR150.15 mL E., TR 111 - OOT_ ___ .. 1960 1.141 grfday inCO
100 grfday in HC

SR 150.35rrLW..CR 14 - ODOT - 1960 1,360 grIdeyinCO
119 gr/day in H,

SR 150 at Rayland. WCL. .- OOT.... .. . 1960 2,578 grfday kn CO
226 grtday sn HC

Lovers Lane. Stewbenvee.. . 'yo(SW;anmde........ 1960 19.992 ge/day in Go
1,M9 gr/day in W

CR34. SR43toUS.22- - JeffersonCocnl'. ........ 1961 19,978 gr/d y in CO
1,685 ge/day in HC

CR 69 Mingo Jct. NCL toCR 30. Jeaferson CGin*-...... 1961 3,376 greday in CO
253 g/day in

Steubeve. We ton Bcdge__ West Vrga Depq of Hys. 1962 602.433 ge/day in CO
16,644 reldy inHC

SR 152.62 mL S. of TR 241 tO OOOT... ............... 1982 348 gr/day in CO
.27 r. S. o(SR 213. 2.556 grld yinC -

SR 152 2 nL S. TR 611 to 1.07 OOOT ..................... 1962 27.5%4 giday in CO
mL N. CR 56. 1,971 grdays in HC

to USEPA on July 27,1979 (with an
addendum submitted on January 15,
1980) predicts attainment of the ozone
NAAQS by December 31,1982 and
commits to implementing additional
measures necessary to ensure
attainment of the carbon monoxide
NAAQS by December 31,1982.

In the March 10,1980 Federal Register
USEPA proposed approval of the
transportation control plan and the
ozone attainment and RFP
demonstrations. Additionally, USEPA
proposed to approve the carbon
monoxide attainment demonstration
provided that prior to final rulemaking
the State correct or commit to correct by
an acceptable date the deficienc3Fnoted:

On March 21, 1980 the State submitted
to USEPA a request to redesignate
Lucas County as an attainment area for
carbon monoxide. This request was
made pursuant to section 107 of the Act.
The request was based on three years
(1977-1979) of monitoring data in Lucas
County which indicated that during
these years there were no violations of
the carbon monoxide NAAQS. Under
such conditions, providing the State has
satisfied USEPA's carbon monoxide
requirements, USEPA may approve the
redesignation request. If the request is
approved, and the area is redesignated
as either attainment or unclassifiable,
the State would no longer be required to
implement the measures proposed on
July 27.1979.

USEPA has evaluated the
redesignation request and has proposed
rulemaking on it in the October 17, 1980
Federal Register. Since there exists the
possibility that the measures proposed
for carbon monoxide attainment in the
plan submitted on July 27,1979 (with an
addendum submitted on January 15,
1980) may not be necessary for the
Toledo urban area, USEPA is presently
postponing final rulemaking action on
the carbon monoxide portions of that
submittal. Additionally, public
comments received in response to the
carbon monoxide portion of the plan
and to USEPA's proposed action on it
will not be addressed in this notice.
Those public comments will be
discussed at the time final rulemaking
action, if any, is taken on the carbon
monoxide component of the plan.

It should be noted that for major
stationary sources of carbon monoxide
located within, or desiring to -locate
within, this carbon monoxide
nonattainment area, the growth
restriction imposed by section
110(a)(2](I will remain in effect until
either (1) USEPA takes final action to
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redesignate the arba to attainment or
unclassifiable, or (2) USEPA takes final
action on this portion of the plan, if the
area is not redesignated..

For Toledo, this notice will only
discuss USEPA's final rulemaking on the
ozone component of the transportation
control plan, the ozone attainment and
RFP demonstrations and the public
comments which pertain to these
portions of the plan. -

I Public Comment: In response to the
transportation control plan developed
for the area, one commentor raised the
following issues:-

(a] The commentor believes that
certain strategies (i.e., park and ride and
fringe area parking lots) which were
prelimiharily rejected for study and
implementation, should be considered at
least for future study due to their
possible low cost and high acceptability.

(b) The implementation of strategy 1,
Improved Transit, calls for a 100%
increase in bus miles to bring about a
50%. increase in.ridership. The
commentor questions whether funding
of the magnitude necessary to
implement this strategy will be available
during the period 1982-87. Furthermore,
the commentor questions whether a
local commitment of that magnitude
could be made for those years, given
current economic conditions in-Toledo.

USEPA Response: (a) The Toledo plan
states (page 111-2) that the six strategies
currently rejected, will be studied
further, prior to July, 1980, as" more
information about each of them becomes
available. Furthermore, it should be -
noted that the Toledo Metropolitan Area
Council of Governments (TMACOG) has
committed to study further all eighteen
strategies listed in section 108(f](1](A)
(of which park and ride and fringe area
parking lots are included) of the Act.
TMACOG has also committed in their
FY 1981 Overall Work Program to
conduct this project. (b) TMACOG is
currently discussing with the local mass
transit district the possible alternative
methods for obtaining additional local
financial resources to ensure that the
100% increase in service could be
realized. Some of the .options which the
regional mass transit service has for
raising additional funds to meet the
100% goal are (i) to increase ridership
and therefore gross receipts through a
more efficient and productive system;
(ii) to increase fare price, or (iii) to
request an additional tax levy."

Public Comment: As with the
Cincinnati plan, one commentor noted
that the Toledo plan does not contain
RFP demonstrations which show annual
incremental reduction in emissions.

USEPA Response: As discussed
previously, this notice will only discuss

the ozone component of the Toledo plan.
Therefore, the carbon monoxide RFP
demonstration will not be discussed at
this-time. For ozone, however, the
Toledo plan does contain an acceptable
RFP demonstration.

Public Commeqt: When reviewing the
proposed action on the Toledo
nonattainment area plan one commentor
had a number of questions on the VOC
emission reductions and ozone RFP
demonstration. These questions were
prompted by the March 14, 1980 Federal
Register (45 FR 16503]. In that Federal
Register USEPA proposed to approve as
a SIP revision, the commitment by the
Ohio Department of Transportation
(DOT) to reduce the use of cutback
asphalt in Wood, Sandusky and Ottawa
Counties by a sufficient amount to offset

- the VOC emissions expected -from the
new Pre-Finished Metals, Inc. metal
coating plant located in Lake Township,
Ohio. The commentors questions, as
they apply to the Toledo urban area
plan, are as follows:

(a) Was the application for the permit
received prior to July 1, 1979, and was
that permit fully completed (i.e., were
specific trade-offs identified)?

(b) If the July 1, 1979 date was met
and if the completed application was
received in the period January 1-June 30,
1979, had the Governor of Ohio adopted
and submitted a SIP to USEPA for which
he could assess the emissions impact?
(c) Is this Pre-Finished Metals, Inc.

proposal taking credit for an action
proposed for approval by.USEPA on
March 10, 1980? Has the projected
emissions decrease from the cutback
asphalt prohibition been double counted
in the SIP?--

(d) Is there a demonstration that this
action would not interfere with
Reasonable Further Progress?

(e) Does the November 6,1978
commitment for offset to Pre-Finished -
Metals hgve any SIP status and did it
meet the proper procedural
requirements for public comment, etc.?
(f) In April the 1978 "Workshop on

Requirements for Nonattainment Area
Plans" cutback asphalt was identified as
an available RACT for nonattainment
areas. Is an emissions offset as
proposed allowable after the date that
USEPA went on record as requiring
RACT for all ozone nonattainment
•plans?

(g).In summation the commentor
states that he believes the proposal for
Pre-Finished Metals must be considered
as part of the Toledo Urban Area SIP.
As such it cannot be approved-as a
revision to the SIP prior until final
approval of the SIP (Toledo Urban Area
SIP) proper.

USEPA Response: (a & b) The fully
completed permit for Pre-Finished
Metals Inc. along with identifiable
specific offsets was submitted to the
Ohio EPA on November 13, 1978. On
May 23, 1979, the Governor of Ohio '
submitted as a SIP revision the permit
for Pre-Finished Metals to USEPA,

On July 27, 1979 (with supplements in
September and December of 1979 and
January of 1980) the Governor of Ohio
submitted an adopted nonattainment
area plan for the Toledo urban area.
This plan contains an assessment of the
total VOC emissions in the area,

(c) The State of Ohio has correctly
accounted for the VOC emission
reductions that are to occur both as a
result of the permit for Pre-Finished,
Metals Inc. and as a result of the
cutback asphalt prohibition. The
projected emissions decrease from the
cutback asphalt prohibition has not
been counted twice nor has the Pre-
Finished Metals proposal taken credit
for an action proposed for approval by
USEPA in the March 10, 1980 Federal
Register.

(d) At the time of issuance of the -
permit an RFP demonstration was not
required to be submitted. As stated
earlier the ozone RFP demonstration
submitted with the Toledo
nonattainment demonstration shows
annual incremental reductions in VOC
emissions necessary to ensure
attainment of the ozone NAAQS by
1982. Furthermore, since the decrease in.
VOC emissions anticipated from the
Ohio DOT reduction in the usage of
cutback asphalt in Wood, Sandusky and
Ottawa Counties (165 tons per-year) is
greater than the anticipated VOC
emissions from the new Pre-Finished
Metals plant (138 tons peryear) it is
evident that the permit will not interfere
with RFP but will contribute to the
expeditious attainment of the ozone
NAAQS.

(e) USEPA considers the Governor's
submittal as a SIP revision and the
November 6,1978 letter from the
Diredtor of ODOT to the Director of
OEPA to be a commitment which is
sufficient to meet the requirements of
Section V of the Interpretative Ruling.
Additionally, the November 6, 1978
commitment was part of the overall Pre-
Finished Metals permit considered at a
public hearing held on March 13,1979 In
Ohio EPA's offices in Bowling Green,
Ohio. This hearing was announced in
local-newspapers of general circulation
a full thirty days prior to its occurrence.
Therefore, USEPA believes that the
State has met the proper procedural
requirements for public comment.

(f) The Clean Air Act sets the baseline
for emission offset calculations as the,
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SIP requirements at the time of the
permit application. Since there were no
SIP limitations regarding the VOC
emissions from the'use of cutback
asphalt in Wood, Sandusky and Ottawa
Counties on the date that the Pre-
Finished Metals application was
submitted, all reductions of VOC in the
three Counties resulting from the
replacement of cutback asphalt with
emulsified asphalt for certain
applications are available as offsets.

(g) Both the Pre-Finished Metals
permit and the nonattainment area plan
for the Toledo urban area are revisions
to the existing ozone SIP for Ohio.
Therefore, even though VOC emissions
from the new Pre-Finished Metals plant
must be accurately accounted for in the
urban nonattainment area plan,
approval of the permit as a SIP revision
is not contingent on approval of the
Toledo nonattainment area plan.
Therefore, its approval should not be
considered as part of the Toledo urban
area SIP revisions.

USEPA Final Determination: USEPA
has reviewed the public comments
received and has determined that none
of the public comments has provided an
adequate reason for USEPA to change
its initial findings. Therefore, USEPA
approves the ozone attainment and RFP
demonstrations and the ozone
component of the transportation control
plan developed for the Toledo urban
area.

Vehicle Inspection and Maintenance (I/
M)

In the March 10, 1980 Federal Register
(45 FR 15205) USEPA outlined
deficiencies in the I/M program. USEPA
noted that for all the States to have a
fully approvable I/M SIP the States
needed to correct all the deficiencies
discussed. On April 24, 1980, the State of
Ohio informed USEPA of the progress
being made in adopting Senate Bill #240
(S.B. #240]. Because of the present
status of S.B. #240, USEPA, at this time,
is not taking final action on the I/M
program submitted by the State. Action
on the I/M program will be published in
a subsequent Federal Register. Until
USEPA approves or conditionally
approves the State's I/M-program, the
growth restrictions of section 110(a)(2)(I
of the Act will be in effect in the
Cleveland and Cincinnati urban areas.
Additionally, if the State fails to
adequately address the additional
172(b)(11) requirements then the funding
restrictions of section 176(a) and 316 of
the Act may be imposed.

Hydrocarbon and Carbon Monoxide
Emissions from Stationariy Sources

Section 172(b)(2) of the Clean Air Act
requires the application of reasonably
available control technology to
stationary sources of VOC emissions in
nonattainment areas. USEPA has
developed Control Techniques
Guidelines (CTGs] which provide
information on available air pollution
control equipment and techniques. The
CTGs also contain recommendations of
what USEPA calls the "presumptive

-norm" for RACT.
Where state regulations are not

supported by the information in the
CTGs, the State must provide an
adequate demonstration that its
regulations represent RACT, or amend
the regulations to be consistent with the
information in the CTGs. An
explanation of CTGs and their practical
effect is contained in a September 17,
1979 supplement (44 FR 52761) to the
General Preamble.

As noted in the General Preamble for
Proposed Rulemaking on Approval of
Plan Revisions for Nonattainment
Areas, (44 FR 20376) April 4,1979, the
minimum acceptable level of stationary
source control for ozone SIPs, includes
RACT requirements for VOC sources
covered by the CTGs USEPA issued by
January 1978 and schedules to adopt
and submit by each future January
additional RACT requirements for
sources covered by CTGs issued by the
previous January. The Ohio submittal
includes a commitment from the State to
adopt any additional rules representing
RACT on stationary sources of VOC for
which USEPA issues CTGs. The
Administrator approves this
commitment by the State as part of the
federally approved Ohio State
Implementation Plan.

The submittal date for the first set of
additional RACT regulations was
revised from January 1.1980 to July 1,
1980 by the Federal Register notice of
August 28,1979 (44 FR 50371). Today's
approval of the ozone portion of the
Ohio plan is contingent on the submittal
of the additional RACT regulations
which are due by July 1, 1980 for CTGs
published between January 1978 and
January 1979.

In addition, by each subsequent
January beginning January 1,1981,
RACT requirements must be adopted
and submitted to USEPA. The above
requirements are set forth in the
"Approval Status" section of the final
rule. If RACT requirements are not
adopted and submitted to USEPA
according to the time frame set forth in
the rule, USEPA will promptly take
appropriate remedial action.

Regulations for the control of VOC
-and carbon monoxide emissions from
stationary sources are contained in
revised Chapter 3745-21 of the Ohio
Administrative Code (hereinafter
referrea to as Chapter 3745-21). Chapter
3745-21 contains 10 sections with each
section containing numerous
subsections. In the March 10,1980
Federal Register (45 FR 15205) USEPA
noted two areas of Chapter 3745-21
(subsections (M)(2) and (R](3](a) of rule
09) which in USEPA's judgment were
deficient. USEPA proposed to approve
these areas if the State cdrrected the
deficiencies prior to final rulemaking or
if the State made a commitment to
correct the deficiencies on a date
negotiated between the State and the
USEPA. Additionally, USEPA proposed
to disapprove the compliance schedule
in new rule 04(C](18) of Chapter 3745-21
as it applies to facilities presently
covered by the compliance schedule in
old rule 04(C)(1) of Chapter 3745-21.
Except for the subsections noted above
USEPA proposed to approve rules 01
(Definitions). 02 (Ambient Air Quality
Standards and Guidelines), 03 (Methods
of Ambient Air Quality Measurement],
04 (Attainment Dates. and Compliance
Time Schedules), 05 (Nondegradation
Policy), 06 (Classification of Regions), 07
(Control of Emissions of Organic
Materials from Stationary Sources), 08
(Control of Carbon Monoxide Emissions
from Stationary Sources), 09 (Control of
Organic Compounds from Stationary
Sources), and 10 (Compliance Test
Methods and Procedures) of Chapter
3745-21.

In the March 10,1980 Federal Register
USEPA noted that the Ohio regulations
include a provision which exempts
methylene chloride and methyl
chloroform from control. The State has
chosen to retain this provision. This
volatile organic compound, while not
appreciably affecting ambient ozone
levels, is potentially harmful. Methylene
chloride has been identified as
mutagenic in bacterial and mammalian
cell test systems, a circumstance which
raises the possibility of human
mutagenicity and/or carcinogenicity. As
stated in the NPR USEPA will not
disapprove the State's SIP submittal
based on the inclusion of this
exemption. USEPA, however, does not
endorse or encourage the increased use
of this compound or compliance by
substitution. Furthermore, State officials
and sources should be advised that
there is a strong possibility of future
regulatory action to control these
compounds. Sources which choose to
comply by substitution may well be
required to control these compounds as

72135



72136 Federal Register / Vol. 45, No. 213 / Friday, October 31, 1980 / Rules and Regulations

a consequence of future regulatory
actions.

It also should be noted that certain
portions of the regulations allow for the
Director of Ohio EPA to approve'
emission limitations different fron" the
applicable limitation, to exempt certain
emissions, or to approve alternate
control technologies. As examples of
this, rule 09(C)(3) of Chapter 3745-21 (for
surface coating of automobiles and light
duty trucks) and rule 09(D)(3](a) of
Chapter 3745-21 (for surface coating of
cans) allow for.the possibility of
alternative emission limits and may
even allow for a source to "bubble" its
emissions. Any scheme designed to
allow a source to operate under an
alternate emission limitation, to exempt
certain emissions or to allow an
alternate control technology must be
submitted to and approved by the-
USEPA as a SIP revision in accordance
with section 110(a)(3)(A) of the Act and
applicable regulations. Additionally, any
scheme which allows for a source to
bubble its emissions should be
consistent with USEPA's bubble policy.
The bubble policy is presented in the
December 11, 1979 Federal Register (44
FR 71780) with a supplementary notice
published on January 23, 1980 Federal
Register (45 FR 561.6)

The State must submit each alternate
compliance scheme involving control
equipment (bubble) to USEPA as a SIP
revision. In those bubble situations .
.where the emissions to be used in the
bubble calculation are dependent on the
capture and control efficiency of a
control system, the emissions must be -
determined through appropridte testing
procedures. The resulting overall control
efficiency for each specific piece of add-
on control equipment employed must be
established. Establishing this limit as
part of the SIP will simplify procedures
required to determine compliance.
Additionally, it should be noted that the
critical parameters of the control system
must be continuously monilored during
the iesting period so as to allow for the
assessment of the continued
performance at the established rate'.

During the public comment period
USEPA received comments from
numerous individuals on USEPA's
proposed action on specific portions of
rules 04, 09 and 10 of Chapter 3745-21.
No comments were received on rules 01,
02, 03, 05, 06, 07, or 08 of Chapter 3745-
21. Therefore, USEPA approves rules 01,
02, 03, 05, 06, 07 and 08 of Chapter 3745-
21.

Summarized below are the State's and
interested individuals' response to
USEPA's proposed action on rules 04, 09
and 10 of Chapter 3745-21, and USEPA's

response and final determination on
these rules.

Subsection (M) of Rule'09 of Chapter
3745-21. This subsection is concerned
with controlling organic compound
emissions from the source category
petroleum refinery wastewater
separators. In particular, new rule
09(M)(2) requires the owners or
operators of forebay sections and any
other separator section which recovers
200 gallons or more of organic
compounds per day to comply with the
schedules contained in new rule
04(C)(13) of Chapter 3745-21. Rule
09(M)(2), however, exempts from
compliance those wastewater
separators with forebay sections or any
other separator section which recovers
less than 200 gallons of organic
compounds per day. USEPA noted in the
March 10, 1980 Federal Register (45 FR.
15208) that such an exemption was not
supported by the CTG's as being RACT.
Therefore, USEPA requested the State to
submit either (a) technical support
justifying the exemption as representing
RACT, or (b) documentation proving
that the allowable emissions from the
State's proposal are within 5 percent of
those emissions resulting-from the '
adoption of the USEPA "presumptive
norm." If the State was unable to do
either a or b then they were requested to
commit to extend the applicability of
rule 09(M)(21 to covet those separator
sections which recover less than 200
gallons of organics per day.

Publi Comment. Two industrial
representatives have commented on the,
provisions of this rule and on USEPA's
proposed action. The contention of one
commentor is that most of the volatile
oil will be recovered in the forebay
section and $at ".* * only an
insignificant amount of oil with low
volatility and in globule-form will be
carried along to the main setarator
section." Further, he states that the
forebay sections are easily covered, but
the main separator is more difficult and
impractical to cover because it is
generally equipped with flight scrapers
and manually adjusted skimmers which
require operator observation and routine
-maintenance. Therefore, he believes that
the intent of the regulation is met by
covering only the forebay section and
that the 200 gallons per day exemption
is reasonablp.

The second commentor believes that
the need for separator covers should be
"elated to the amount of oil contained in
the wastewater flowing to that
particular section of the separator. He
states that the 200 gallon/day limit of
recovered oil for each-section is
practical and reasonable. Furthermore,

he contends that the cost effectiveness
of covering those areas of low oil
recovery is very low and not justifiable.

USEPA Response: Contrary to the
issue thatthe first commentor raised
USEPA believes that the intent of the
regulation is clearly stated: namely,
that ". all forebay sections and any
other section which recovers 200 gallons
or more per day of organic compounds* * *" must be equipped with covers
and seals. USEPA agrees with the
second commentor when he states that

.the need for separator covers should be
related to the amount of oil contained in
the water flowing to that particular
separator section. However, as stated in
the March 10, 1980 Federal Register,
USEPA does not believe that the 200
gallons/day exemption represents
RACT. USEPA therefore requested the
State to justify either (1) that the
proposed regulation is RACT or (2) that
the allowable emissions resulting from
the proposed regulation differ by no
mofe than 5% from the VOC emissions
resulting from the adoption of USEPA's
presumptive norm for ACT. This
judgment is based on the fact that
covers are commercially available for
separator sections other than just for the
forebay section. These covers are
designed to allow for the periodic
operator observation and maintenance
necessary for the correct operation of
the particular separator section.
Furthermore, extrapolating from the
CTG's to determine the net annualized
cost indicates that by installing such
control equipment the company would
realize a monetary credit, not a cost.

State Response: The State has
submitted a study which Indicates that
the amount of emissions that would
result from the regulation for this source
category exceeds by more than five
percent the VOC emissions resulting
from the adoption of USEPA's
presumptive norm for RACT. The State
responded that they would eliminate the
exemption for those wastewater
separators which are used for
contaminated refinery process
wastewater separators but not for
refinery wastewater separatorswhich
are minor sources (i.e., such as
separators which are used only for
uncobtaminated once-through cooling
water or intermittent stormwater run-
off).

In a letter dated April 15, 1980 the.
State indicated that the revised
regulation could be submitted to USEPA
by January 1, 1981. In subsequent
conversations with the State it was
determined that due to limited staff
resources additional time would be
needed. On August 6, 1980 the State, in a
letter from James F. McAvoy committed
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to submit the revised regulations by
February 15, 1981.

USEPA Response: USEPA has
reviewed and finds acceptable the study
submitted by the State and the February
15, 1981 date for the submittal of the
revised regulation. It should be noted,
however, that even though the State
considers it unreasonable to control
separators which are used only for
uncontaminated once-through cooling
water or intermittent stormwater run-
off, if the revised regulation contains an
exemption for those sources, the State
must demonstrate that the resultant
emissions differ from the CTG allowable
emissions by no more than five percent.

Subsection (R) of Rule 09 of Chapter
3745-21. This subsection is concerned
with controlling organic compound
emissions from the source category
gasoline dispensing facilities. Paragraph
3(a) of this subsection exempts from
compliance with the preceding
paragraphs of this rule any gasoline
dispensing facility which has an annual
throughput of less than 240,000 gallons
of gasoline. In the March 10, 1980
Federal Register (45 FR 15208) USEPA
stated that an exemption for facilities
with an annual throughput of less than
or equal to 120,000 gallons would
represent RACT.

Any exemption for those facilities
with an annual throughput of greater
than 120,000 gallons would have to be
either: (a) Technically supported as
RACT, or (b) the State would need to
demonstrate that the emissions
occurring as a result of this exemption
would be no more than five percent
greater than emissions occurring from a
regulation exempting only facilities with
an annual throughput of 120,000 gallons
or less. If the State was not able to
supply the appropriate justification then
the State was required to extend the
area of applicability of rule 09(R) of
Chapter 3745-21 to cover those facilities
with an annual throughput of greater
than 120,000 gallons.

Public Comment- One commentor, an
oil company representative, has
expressed concern over USEPA's action
with regard to the exemption for
gasoline dispensing facilities. The
commentor believes that for his
company the exemption proposed by the
State (less than a 240,000 gallons annual
throughput) is economically more
feasible than the USEPA technically
supported exemption (less than a
120,000 gallon annual throughput.
Furthermore, he indicates that for all the
stations owned by his company only a
small percentage have an annual
throughput of less than 240,000 gallons.
Therefore, he contends that the amount
of vapor controlled (VOC emissions)

will not change significantly if the
240,000 gallon exemption is allowed.

USEPA Response: USEPA cannot
approve an exemption, which applies
universally to all sources covered by a
particular source category, without the
proper technical data which
demonstrates that the regulation with
the exemption is RACT, or which
demonstrates that the total emissions
that would occur as a result of the
exemption will not differ by more than
five percent from the amount that would
occur as a result of the adoption of the
USEPA recommended exemption. In the
March 10, 1980 Federal Register USEPA
requested the State to submit such
documentation. Summarized below is
the State's response.

State Response: The State is currently
studying the emissions resulting from
the proposed regulation and has
committed to submit the results to
USEPA by July 1,1980. If it should be
necessary to revise rule 09[R)(3(a) the
State could submit the State adopted
revised rule to USEPA by January 1,
1981. In subsequent conversations with
the State it was determined that due to
limited staff resources the study would
not be completed until October 1, 1980
and, consequently, the regulations could
not be submitted until February 15,1981.
On August 6,1980 the State. in a letter
*from James F. McAvoy committed to
submit the study by October 1,1980 and
the revised regulations by February 15,
1981.

USEPA Response: USEPA has
reviewed the commitments made by the
State for rule 09(R) of Chapter 3745-21
and has determined that the October 1,
1980 date for submittal of the study and
the February 15,1981 date for submittal
of the revised regulations are
acceptable.

Section G of Rule 09 of Chapter 3745-
21. This subsection established an
emission limitation of 2.9 lbs. VOC per
gallon of coating, excluding water, from
a paper coating line.

Public Comment: One industrial
representative commented that the
emistion limitation is technically
unachievable and economically
infeasible. Specifically, it is believed
that the 90% capture goal utilized by
Ohio is unrealistic and should be
replaced by a 75% capture goal. The
commentor believes the USEPA should
disapprove the rule based on these
facts.

USEPA Response: Section 172(b)(2) of
the Clean Air Act requires the
implementation of reasonably available
control techn6logy (RACT). The State
may consider economic and
technological feasibility when
determining RACT. Additionally, the

State may promulgate regulations which
are more stringent than RACT. As
stated in the March 10,1980 Federal
Register (45 FR 15192], USEPA received
this regulation and found that at a
minimum it represents RACT and is
acceptable to USEPA. Therefore, USEPA
has no basis for disapproving the
emission limitations contained in the
Ohio SIP for fabric coating.

Section 0 of Rule 09 of Chapter 3745-
21. This subsection specifies control of
VOC emissions from the following three
categories of solvent metal cleaning
operations; cold cleaners, open top
vapor degreasers and conveyorized
degreasers. This rule requires the
installation of specific air pollution
control equipment and the adherence to
good operating procedures to achieve a
reduction in the VOC emission from the
three categories of solvent metal
cleaning operations.

Public Comment: Two commentors
expressed concern about sections 3(c)
and 4(a). These sections detail alternate
equipment (i.e., minimum freeboard
ratio refrigerated chiller, enclosed
design, or carbon adsorption] for
controlling VOC emissions from open
top degreasers and conveyorized
degreasers, respectively. The
commentors believe that the
requirement that the carbon adsorber
exhaust less than 25 parts per million
(ppm) averaged over one complete
adsorption cycle is too stringent They
feel that the emission limit for the
carbon adsorbers is so stringent that the
affected sources will not install carbon
adsorbers but instead opt for a less
efficient means of control (i.e., a
refrigerated chiller).

USEPA Response: Under the
provisions of the regulation it is possible
for a source to choose a control device
other than the carbon adsorber. It is true
that for most applications a carbon
adsorber is the most efficient of the four
control alternatives and that a well
designed and maintained adsorber will
normally capture approximately 95% of
the organic input into the bed. A carbon
adsorption system for solvent metal
cleaning systems, however, will not
normally achieve this 95% level of
control due to fugitive VOC emissions
occurring as a result of such factors as
spills, leaks, drag-out on parts and
disposal of waste solvents. Therefore, in
practice a solvent metal cleaning control
system which employs either a carbon
adsorber or a refrigerated chiller (one of
the options) will be achieving
approximately the same emission
reduction efficiency. USEPA believes
that sources choosing the refrigerated
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chiller are not choosing a less efficient
control device.

The 25 ppm emission standard
specified for the carbon adsorption
system is to ensure that the system is
opekating efficiently. Due to the nature
of the other control mechanisms
specified in this regulation emission
standards would not be appropriate.
The 25 ppm limit for the carbon
adsorption is based on the availability
of continuous monitoring devices which
can detect solvent vapors at this
concentration level. The limit ensures
that the adsorber is operating correctly
and is regenerated in a timely manner.
USEPA, therefore, believes that this
emission limit is appropriate for-the
carbon adsorption system. I
. USEPA Final Determination on Rule

09 of Chapter 3745-21. During the public
commentperiod no comments were
received on USEPA's proposed approval
of paragraphs A through L, M(1), M(3),
N, P, Q and S of Rule 09 of Chapter
3745-21. Therefore, USEPA approves
these paragraphs. Additionally, since
the comments xeceived onparagraphs G
and 0 do not change USEPA's initial
findings, USEPA also approves these
two paragraphs. USEPA has reviewed
the comments received on parairaphs
M(2) and R of Rule 09 and the State's
response to USEPA's proposed action or
paragraphs M(2) ard R of Rule 09.
USEPA has determined that the State
has adequately committed to correct the
minor deficiencies noted in paragraphs
M(2) and R of 09 and that none of the
public comments has provided an
adequate reason for USEPA to change
its initial findings. Therefore, USEPA
approves paragraphs (M)(2) and (R) of
Rule 09 of Chapter 3745-21 on the
condition that the State submits the
material previously specified on the

-dates committed. This rule is
conditionally approvable in the
nonattainment areas. In the attainment
areas RACT on major sources is not
required. Consequently, in the
attainment areas this rule is approvable.
A notice soliciting public comment on
the acceptability of those dates appears
elsewhere in today's Federal Register.
3745-21-10

Section E of Rule 10 of Chapter 3745-
21. This section specifies the method to
be used-when determining the level of
VOC emissions from bulk gasoline
terminals.

Public Comment: An individual
expressed concern over the absence of
control requirements for VOC leaks
from gasoiline tank trucks and vapor
collection systems. -

USEPA Response: In December of
1978 USEPA published a CTG-for the

control of VOC leaks from gasoline tank
trucks and vapor collection systems. As
specified in the August 28, 1979 Federal
Register (44 FR 50371) USEPA requires
the State to submit by July 1, 1980 .
revised regulations for sources covered
by these new CTG requirements. The
State has committed to submit these
revised regulations. The review of these
regulations will be addressed in a
separate Federal Register notice.

Public Comment: Two commentors
were concerned about the compliance
test requirements for'gasoline vapor
recovery units presented in section E of
Rule 10 of Chapter 3745-21. Specifically,
they were concerned with the three
eight-hotir test repetitions and the
annual retest. One of the commentors
suggeted 'that the rule should be revised
to allow for only one-eight hour test and
that the annual retest requirement

I should be replaced with an alternate
compliance method. The second
commentor suggests that the regulation
should require only one two-hour test
conducted during the peak loading
period. -

USEPA Response: USEPA believes
that the three eight-hour tests specified
in section E give a good representation
of normal operating conditions
considering the wide variation of

i loading conditions (number and
frequency of loading), loading days, and
types of processing. Therefore, USEPA
believes that section E of Rule 10 should
remain unchanged. It should be noted
that, if at a future date, as a result of
further research, information becomes
available which indicates that a shorter
time interval is appropriate for
conducting the test, then the State may
revise the regulation as necessary.

USEPAFinal Determination on Rule
10 of Chapter 3745-21: USEPA has
reviewed the comments submitted on
this rule and has determined that none
of the public commerts has provided an
adequate reason for USEPA to change
its proposed approval. Therefore, at this
time, USEPA approves in its entirety
Rule 10 of Chapter 3745-21.

3745-21-04 D
This rule, as discussed in the March

10, 1980 Federal Register (45 FR 15206) is
composed'of three subsections (A, B, C).
Subsection A establishes December 31,
1987 as the latest date for demonstrating
attainment of the carbon monoxide and
ozone NAAQS: Subsection B requires
those sources regulated by rule 3745-21-
09 to certify that they are in compliance
with the rule by December 1, 1979.
Section C establishes the dates for
specific source categories to be in
compliance with the provisions of rule
09. It also establishes an extension of

these compliance dates for certain
individual sources.

In the March 10, 1980 Federal Register
USEPA stated that all the provisions of
rule 04 of Chapter 3745-21 were
approvable, except for the schedule
contained in new rule 04(C)(18) of
Chapter 3745-21 as it applies to any
loading facility presently covered by the
compliance schedule in old rule 04(C)(1)
of Chapter 3745-21. New rule 04(C)(18)
establishes the finl date on which bulk
gasoline terminals are to be in
compliance with the provisions of new
rule 09(Q) of Chapter 3745-21. This date
is July 1, 1981. Old rule 04(C)(1)
established the final compliance data on
which bulk gasoline terminals were to
be in compliance with the provisions of
old rule 07(E) of Chapter 3745-21. The
date, as codified in 40 CFR 52.1875 was
to be no later than July, 1975 and In
bome cases by May 31,1975.

USEPA noted thdt new rule 09(Q) and
the old rule 07(E) require installation of
the same control systems to achieve
compliance with their VOC emission
limitations. Therefore, certain facilities
covered under old rule 07(E) would be
granted an additional six years to be In
compliance with new rule 09(Q). This
extension in the compliance schedule
was unacceptable. Therefore, USEPA
proposed to disapprove the compliance
schedule in revised new rule 04(C)(18)
as it applies to facilities presently
covered by the compliance schedule In
old rule 04(C)(1).

Public Comment: One commentor, a
representative of an oil c:ompany,
believes that the date for certification of
compliance (December 1, 199)
contained in new rule 04(B) of Chapter
3745-21 does not allow sufficient time
for planning-and that the date should be
changed to "no later than 90 days after
approval or final promulgation of these
regulations."

USEPA Response: The date selected
by the State is consistent with USEPA
policy as outlined in 40 CFR 51.15 and 40
CFR 51.1(q) and therefore is approvable.

Public Comment: One commentor, a
representative for numerous oil
companies, submitted extensive
comments on USEPA'a proposed
disapproval of the compliance schedule
contained in new rule 04(C)(18). The
commentor raises three significant
issues. A summary of these issues Is
presented below:

1. The commentor notes that old rule
07(E)(1)(c) allows for the installation of
"other equipment or means for purposes
of air pollution control as may be
acceptable to and approved by the
Board.' On March 9,1973, the Director
of the Ohio EPA issued a Resolution,
pursuant to this rule, which provides
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that "[b]ottom loading or fully
submerged loading is hereby approved
as an acceptable means of controlling
hydrocarbon emissions under rule 3745-
21-04(E)(1)(c)." (The Director of Ohio
EPA is the successor to the Ohio Air
Pollution Control Board.) Under the
authority of this resolution the State has
issued Permits to Operate for bulk
gasoline loading terminals which use
fully submerged or bottom loading
systems as a means of internal vapor
control.

The commentor notes that for sources
which installed this alternate control
equipment, as opposed to the equipment
specified in 3745-21-07(E)(1](a) or (b).
additional time is needed to meet the
requirements of new rule 09(O) of
Chapter 3745-21. He states further that a
fuller statement of the policy issues and
law involved in this question is set forth
in the oil companies' filings in two court
cases that are pending in the-United
States District Court for the Northern
District of Ohio, Eastern District. He
notes that USEPA should take no action
inconsistent with the decision of the
court in those two cases.

2. The commentor states that even if
USEPA's interpretation of old rule 3745-
21-07(E) is correct, additional time
would still be needed for those sources
which were in compliance with the
provisions of the old rule to meet the
requirements of new rule 3745-21--09(Q).
He contends that the-additional time is
necessary because these sources would
have to install additional equipment to
meet the more stringent emission
limitations of new rule 09(Q) of Chapter
3745-21.

3. Finally, the commentor states that
even if USEPA were correct that the
RACT requirements of new rule 09(Q)
were identical to the requirements of old
rule 07(E), that is not a sufficient basis
for disapproving rule 04(C)(18) of
Chapter 3745-21, which establishes a
compliance schedule with a final date of
July 1,1981. He contends that in the past
USEPA has approved SIP revisions or
variances extending a final compliance
date and that a State can revise its SIP
to provide a different compliance date
for a particular source or class of
sources.

USEPA Response: USEPA's response
to each of the above mentioned issues is
presented below.

1. It is USEPA's judgment that the
March 9,1973 Resolution (hereinafter
referred to as the Resolution), which
authorizes theuse of bottom fill or
submerged loading systems which do
not collect or dispose of vapors as
alternate control methods, constitutes a
revision to the SIP. Section 110 of the
Clean Air Act requires the State to

submit such revisions to USEPA for
review and approval. Until such a
revision is approved the existing SIP is
the federally enforceable SIP and all
sources must adhere to its provisions. In
the case under discussion the State of
Ohio never officially submitted to
USEPA the Resolution as a revision to
the SIP. Therefore, old rule 07(E)(1)(a)
and (b) of Chapter 374.-21 as approved
on April 15,1974, is the federally
enforceable regulation with which the
sources must be in compliance.

In response to the commentor's
concern that USEPA should not take
final rulemaking action prior to the U.S.
District Court's decision in two cases
currently pending, USEPA would like to
point out that final rulemaking cannot
be withheld until the court has made a
decision in these cases. USEPA is
mandated by the Clean Air Act to take
final action on revisions to the SIP
within a specified timeframe regardless
of pending litigation. Using the
pendancy of litigation as a basis for not
acting on revisions to an SIP would
potentially promote frivolous litigation
to delay SIP action and jeopardize the
attainment and maintenance of
standards. Once a court has rendered its
decisions in a case, the appropriate
steps can be taken, if necessary, to have
the SIP reflect the court's decisions.

2. USEPA has reviewed both the old
rule and the new rule to determine if the
new rule is more stringent. Under old
rule 07(E) a vapor collection and
disposal system is required. This system
is required to process and recover from
the equipment being controlled at least
90% by weight of all vapor and gases.
The new rule 09[Q) specifies an
allowable emission limitation of 0.67 lbs.
VOC/1000 gallons of gasoline loaded
into the delivery vessel. Under the new
rule a vapor collection and control is
also specified as the means for
controlling the VOC emissions.

Tests conducted by USEPA indicate
that it is possible for a vapor collection
system achieving less than a ninety
percent control efficiency to meet the
emission limitation of 0.67 lbs. VOC/
1000 gallons of gasoline. In USEPA's
judgment, for those sources which met
the requirements of old rule 07(E), the
emissions limitations specified in new
rule 09(Q) are not more stringent.
Furthermore, since both old rule 07(E)
and new rule 09(Q) require the same
control equipment, USEPA does not
believe that there is a need for
additional time to demonstrate
compliance with new rule 09(Q).

3. When rulemaking on regulations
which apply to all sources in a
particular category (i.e. bulk gasoline
terminals) USEPA will not approve the

extension of final compliance dates
when the substantive requirements of
the regulation are the same or less
stringent than the requirements of an
existing federally approved rule. As
stated previously, USEPA believes that
the substantive requirements of old rule
07(E) and new rule 09(Q) are essentially
the same. Therefore on a categorical
basis JSEPA does not believe it is
appropriate to give a blanket extension
to those sources formerly covered by old
rule 04(C)(1).

It should be noted however, that'on a
source specific basis, the State can
request an extension based on the fact
that the specific source, which met the
requirements of old rule 07(E) needs
additional time to install additional
equipment to meet the requirements of
the new rule 09(Q). In such a case the
source must demonstrate that it was in
compliance with the old regulation and
needs extra time to install additional
equipment that is needed for the source
to comply with new rule 09(O).
Otherwise, to allow sources that were
not in compliance with the old
regulation, an extension, would negate
the impact of section 120 of the Act and
the intent of Congress.

Slate Response: On April 15,1980, the
State submitted objections on USEPA's
proposed disapproval of the compliance
date in new rule 04[C][18). The State
indicated that it believes that the
requirements of new rule 09(0) are more
stringent than the requirements of old
rule 07(E). Therefore, the State felt that
the compliance time extension was
justified. The State based its
justification for an extension on the
following three premises:

(a) USEPA's Enforcement Division
was aware of the March 9,1973
Resolution allowing the use of either
bottom loading or submerged filling as
sufficient to comply with the old
regulation.

(b) The new rule specifies an emission
limitation which is more stringent than
the collection efficiency specified in the
old rule.

(c) The method of determining
compliance with the new regulation is
more extensive than the method used
for the old regulation (no test method
was specified for determining
compliance with the old regulation).

USEPA Response: Arguments a and b
presented by the State are essentially
identical to arguments 1 and Z presented
above by the oil company
representative. For USEPA's response to
these issues the reader is referred to the
discussion presented above. As for the
issue presented in point C, USEPA
maintains that such a blanket extension
is not approvable because the
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requirements of new rule 09(Q) of
Chapter 3745-21 are essentially the
same as, and arenot more stringent than
the requirements of old rule 07(E) of
Chapter 3745-21. USEPA does not
believe that the new compliance testing
methodology will prevent a.source, that
was in compliance with the old
regulation, from complying with the
requirements of new rule 09(Q).
USEPA Final Determination on Rule
3745-21-04

USEPA has reviewed the comments
received from the State and private
industry and has determined that
adequate reasons have not been
provided for USEPA to change its
original proposal on new rule 04.
Therefore, at this time, USEPA approves
all portions of rule 04 of Chapter 3745-21
except for the following:

(1) USEPA disapproves the
compliance schedule in revised rule
04(C(18) of Chapter 3745-21 as it
applies to facilities formerly covered by
the cofnpliance schedule in old rule
04(C)(1) of Chapter 3745-21.

The 1978 edition of 40 CFR Part 52
lists in the subpart for each state the
applicable deadlines for the attaining
ambient standards (attainment dates)
required by section 110(a)(2)(A) of the
Act. For each nonattainment area where
a revised plan provide's for attainment
by the deadline required by section
172(a) of theAct, the new deadlines will'
be substituted on the attainment date
charts. The earlier attainment dates
unde'r section 110(a)(2)(A) will be
referenced in a footnote to the charts.
Sources subject to plan requirements
and deadlines esiablished under section
110(a)(2)(A) prior to the 1977'
Amendments remain obligated to
comply with those requirements, as well
as with the new section'172 plan
requirements.

Coligress established new deadlines
under section 172(a) to provide -
additional time for previously regulated
sources to comply with new, more
stringent requirements and to permit -
previously uncontrolled sources to
comply with newly applicable emission
limitations. If these new deadlines were
permitted to supersede the deadlines
established prior to the 1977
Amendments, sources that failed to
complywith pre-1977 plan requirements
by the earlier.deadlines would
improperly receive more time to comply
with those requirements. Congress,
however, intended that the new
deadlines apply only to new, additional
control requirements and not to earlier
requirements. As stated by
Congressman Paul Rogers in discussing
the 1977 Amendments:

Section 110(a)(2) of the Act made clear that
each source has to meet its emission limits
"as expeditiously as practicable" but not
later than three years after the approval of a
plan. This provision was not changed by the
1977 Amendments. It would be a perversion
of clear congressional intent to construe part
D to authorize relaxation or delay of emission
limits for particular sources. The added time
forattainment of the national ambient air
quality standards was provided, if necessary,
because of the need to tighten emission limits
or bring previously uncontrolled sources
under control. Delays or relaxation of
emission limits were not generally authorized
or intended under Part D.
(123 Cong. Rec., H 11958. daily ed. November
1, 1977-

-To implement fully Congress'
intention that sources remain subject to
pre-existing plan requirements, sources,
cannot be granted variances extending
compliance dates beyond attainment
dates established prior to the 1977
Amendments. Such variances would
impermissibly relax existing
requirements beyond the applicable
section 1.10(a)(2)(A) attainment datq
under the plan. Therefore, for
requirements adopted before the 1977
Amendments, USEPA will not approve a
compliance date extension beyond pre-
existing 110(a)(2)(A) attainment dates,
even though a section 172 plan revision
with a later attainment date has been
approved.

However, in certain exceptional
circumstances, extensions beyond a pre-
existing attainment date are permitted.
For example, if a section 172 plan
imposes new, more stringent coitrol
requirements that are incompafable with
controls required to meet the pre-
existing regulations, the pre-existing
requirements and deadlines may be
revised if a State makes a-case-by-case
demonstration that a relaxation or -
revocation is necesiary. Any such
exemption granted by a State will be
reviewed and acted upon by USEPA as
a SIP revision. In addition, as discussed
in the April 4, .1979 Federal Register (44
FR 20373), an extension may be granted
if it will not contribute to a violation of
an ambient standard or a PSD -
increment. -1

Under Section 307(b)(1) of the Clean
AIr Act, judicial review of this action is
available only by the filing of a petition
for review in the United States Court of
Appeals forhe appropriate circuit by
(within 60 days of today). Under Section
307(b)(2) of the Clean Air Act, the
requirements which are the subject of
today's notice may not be challenged
later in civil or criminal proceedings
brought by USEPA to enforce these
requirem ents. % . -

Under Executive Order 12044, USEPA
is required to judge whether a regulation

is "significant" and therefore subject to
the procedural requirements of the
Order or whether it may follow other
specialized development procedures,
USEPA labels these'other regulations
"specialized". I have reviewed this
regulation and determined that it is a
specialized regulation not subject to the
procedural requirements of Executive
Order 12044.

This Notice of Final Rulemaking Is
issued under the authority of sections
110(a), 172 and 301 of the Clean Air Act,
as amended (42 U.S.C. 7410(a), 7502,
7601(a)).

Dated: October 23, 1980,
Douglas Costle,
Administrator.

Note.-Incorporation by reference of the
State implementation Plan for the State of
Ohio wag approved by the Director of the
Federal Register on July 1, 1980.

PART 52-APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

Title 40 of the Code of Federal
Regulations, Chapter 1, Part 52 is
amended as follows: .

(1) Section 52.1870(c) is amended by
adding subparagraphs (14) to (20) to
read as follows:

§ 52.1870 Identification of Plan.

(c),* * *
(14) On July 27, 1979 the State

submitted its nonattainment area plan
for specific areas designated as
nonattainment for ozone and carbon
monoxide in the March 3, 1978 and

_October 5, 1978 Federal Registers (43 FR
8962 and 43 FR 45993). The submittal
contained Ohio's Part D nonattainment
plans for the following ozone and
carbon monoxide urban nonattainment
areas: Akron, Canton, Cincinnati,
Cleveland, Columbus, Dayton,
Steubenville and Toledo. The submittal
contained transportation control plans
and demonstrations of attainment (for
carbon monoxide and/or ozone) for
each of the above mentioned urban
nontattaiment areas. Regulations for
the control of volatile organic compound
emissions were not included with this
submittal but were submitted separately
on September 13, 1979.

(15) On September 13, 1979, the State
submitted regulations for the control of
volatile organic compound rand carbon
monoxide emissions from stationary
sources.

(16) On December 28, 1979, the State
amended the attainment demonstration
submitted on July 27, 1979 for the
Cleveland urban area.
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(17) On January 8, 1980, the State
amended the carbon monoxide
attainment demonstration submitted on
July 27, 1979 for the Steubenville urban
area.

(18) On January 15, 1980, the State
amended the attainment demonstrations
submitted on July 27, 1979 for the urban
areas of Cincinnati, Toledo and Daytofi.

(19) On April 7,1980 the State of Ohio
committed to correct the deficiencies
presented in the March 10, 1980 Notice
of Proposed Rulemaking.

(20) On April 15, 24, 28, May 27, July
23 and August 6,1980 the State
submitted comments on, technical
support for, and commitments to correct
the deficiencies cited in the March 10,
1980 Notice of Proposed Rulemaking. In
addition to this the May 27, 1980 letter
also contained a commitment by the
State to adopt and submit to USEPA by
each subsequent January, reasonable
available control technology
requirements for sources covered by the
control techniques guidelines published
by USEPA the preceding January.

§ 52.1871 [Amended]
2. Section 52.1871 is amendedby

changing the heading "Photochemical
Oxidants (hydrocarbons)" to "Ozone".

3. Section 52.1873 is revised to read as
follows:

§ 51.1873 Approval Status.
With the exceptions set forth in this

subpart the Administrator approves its
plan Ohio's plan for the attainment and
maintenance of the National Ambient
Air Quality Standards under Section 110
of the Clean Air Act. Furthermore, the
Administrator finds the plan satisfies all
the requirements of Part D, Title 1 of the
Clean Air Act as amended in 1977,-
except as noted below. In addition,
continued satisfaction of the
requirements of Part D for the ozone
portion of the SIPdepends on the
adoption and submittal of RACT
requirements by July 1, 1980 for the
sources covered by CTGs between
January 1978 and January 1979 and
adoption and submittal by each
subsequent January of additional RACT
requirements for sources covered by
CTGs issued by the previous January.

4. Section 52.1875 is amended to
delete paragraph (b) and revise
paragraph (a) as follows:

§ 52.1875 Attainment Dates for National
Standards.

(a) The following table presents the
latest date by which the national
standards are to be attained. These
dates reflect the information presented
in Ohio's plan, except where noted.

As quay owrol rogon

Greeter Metropolan Clevoeri ketoatale (AOCR
174):

a, Prsreuylsecondar,' nonelleeetent stses
b. Remonder of AOCR

Huntion (West Wigne)kaland (Kwitocty)-
Portsmonth-onlon O) itriasale (AOCR
103):

a, Prmerylsooondary nonettlamnt areas
b Renminder o(ACR ___.....

Msnsliodatenson-Inraeale (AOCR 1751
a& Pnmaiylaecondary nonelmleetw ma -
b. Renlac" o AOCR.

Metropotan Oncaset Inlersle (AMO 079),

b Renwtx of ACCR -
tekopoktn Cokirtius kinleralle (AOCR 176-

a Pnrmarylseoondery noneadnnrit aeas
b, Ren nder of AOCR ...-

MepoMaen D lon kiteritale (A R 173)
A, Prirm/aecoridey fenallet teeas
b. Remander of AOCR

Metropolitan Toledo In leral (AOC t24r
a. Pmer/tweoonduy nonstteewl areas
b. Reonexo f rcA~CR-__- _

Northwest Otlo Itstat AOCR 17l
a. Prarylsocondary itonairateyn sa
b. IFominder of AOCR _ _ -. - __

Northwest Penneytan- Youngstown 11nterstate
(AOCR 178):
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182)'

a. PnMary/aeoondary nonettaonment seas
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a. Prumry/seoondery nonalae-inent atom
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Pollant

Paies late "WW SAN oxides Nitogen Carbon-
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h I I b d d
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1977 clean At Act Arnendrt nora n obligaed lo coffp web~ twos IOQluernents by the earier decdkns. P11. eerlier anion.
mont dates we *el ou4 at 40 CFR 52.1875 pubigted Adj1 1. 1379,

For actual nonolteatent desgnee roar to 40 CFR Par 81
Doles or toolno4es v ch s foamd am preoatd by the Adn siator be= *e plan did not pide a speoific dal

or the datle provtded was not acoeptable
a, Air qluaty toyok prasonly below pnit,,y standards or i uncaadmaile.
b. Ai qualty levS presently below econday sandards or a u~ee€ttbe
c. For Stark Surnt and Portage Counees alteastwnt is to be aduhavd by December 3S. 19e For the remainkV cxxres

the attmratent dale wil be speceid it nhe * kfte
d. Deantbr 31. 196.
e. For SuwnyM Counly alleaim ent a to be aotvid by Dec nrbor 31. 1g2. For Catroga Courty the attairnent date wilt

be speotled in tha luut.
I. August 27 1979 aca lo i the ortpete [ledd in (1) wtch aft abetl to at aminnent dal of June 17, 19. te

Ashlanod 06 Compaony an Start County Midc ka axtd to an atainent dale of SePnber 14. 1962. the copaies in 9"m
County bsd i (2) vdvch ato sule¢ o lan a&rwmin dai te o/iny 4. 1963. and ft PPG Incluskies. Mc (boti e nly) in
S.ail County. Ohio whtch is sb ect to at adavnont doe of A&9Mst 25.193.

(1) Youngstown Shoot & Tubeo Co,. PPG Isites. Inc, WhleiatgA-ibu Steel Corp, PftlburjW,&*Wel Corpoation:
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The Standed 03 Co. Ch ,nc Innletrnaoe Corp. Kopper; Co. Inc. General Motors CorQP4 E L du Port do Nenioum mnd
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Co. Colniu and Smowten Ohto E~ocbvc Dayton Power and Light Co. Otiqene Light Co, Ohno Elson Co.: OWt DEln:i
Co.. Pennasylvarue Pow Co.; Toledo Edsn Co; Otto 8:ion Go. RCA Rubber Co.

(2) In Sumnnat Coun Dwmand Otyi Salt Feeone Tee & Ruber Co, Genrals Ta & Rubber .F. Goonch Ca, Goo-
dyer Aeoepe-e Corp. Goodyear T- & Rubber Co,; C-yador Crp. PPG Iduaties. M-, SteRling Tire & Rubber Trw Dm-
saitn o Genrwal Motors Corp. lWctweol Rubber Reclernw-q Metriger Supply, CO.

g. Atlenme date wa be spolled in the koxe.
L Apri 15. 1977
L Decenber31. 1967.
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5. Section 52.1885 is revised to read as

follows:

§ 52.18,85 Control Strategy: Ozone.
(a) Part D-Approval-The following

- portions of the Ohio plan are approved:
(1) The ozone portions of rules 01, 02,

03, 04.(except the portion disapproved
below), 05, 06, 07, 08, 09'(except the
portions conditionally approved below)
and 10 1f Chapter 3745-21 of the Ohio
Administrative Code.

(2) The Attainment Demonstrations-
for the following urban areas: Akron,
Cincinnati, Dayton and Toledo.

(31 The Reasonable Further Progress
Demonstration for the following areas:
Akron, Cincinnati, CleVeland,
Columbus, Dayton and Toledo.

(b) Part D-Conditional Approval-
Thd following portions of the Ohio plan
are approved provided that the
following conditions are satisfied:

(1) For Rule 09(M)(2) of Chapter 3745-
21 of the Ohio Administrative Code the
State promulgate and submit to USEPA
regulations which meet the RACT
requirements for waste water
separators. If these regulations contain
exemptions which are not supported by
the CTGs then the State must
demonstrate that the resultant emissions
differ from the CTG allowable emissions
by not more than five percent.

(2) For Rule 09(R) of Chapter 3745-21
of the Ohio Administrative Code the
State either demonstrates that allowable
emissions resulting from the application
of its existing rule with a 240,000 gallon
per year throughput exemption for
gasoline dispensing facilities are less
than five percent greater than the
allowable emissions resulting from the
application of the CTG presumptive
norm or promulgates and submits to
USEPA a rule with a 120,000 gallon per
year throughput exemption for gasoline
dispensing facilities.

(3) The attainment demonstrations for
the urban areas of Canton, Cleveland
and Columbus provided the deficiencies
cited in § 52.1886 are corrected.

(4) The Reasonable Further Progress
Demonstration for the urban areas of
Canton- and Steubenville provided the
deficiencies cited in § 52.1886 are
corrected.

(c) Disapproval-USEPA disapproves
the compliance schedule in revised rule
04(c)(18) of Chapter 3745-21 of the Ohio
Administrative Code as.it applies to
facilities formerly covered by the
compliance schedule in old rule 04(c)(1)
of Chapter 3745-21. This di'sapproval in
and of itself does fiot result in the
growth restrictions of section
110(a)(2){I).

(d) Part D-No Action-USEPA at this
time takes no action on the vehicle
inspection and maintenance (I/M)
program required for those non-
attainment areas which have requested
an exfension to demonstrate ozone
attainment.

6. Section 52.1886 is revised as
follows:

§ 52.1886 Ozone Attainment and
Reasonable Further Progress
Demonstrations.

(a) Part D-Conditional Approval-
The attainment demonstration for the
Canton urban area is approved provided
that the following conditions are
satisfied.

(1) The State submit either technical
support for the 100% VOC emission
reduction estimate from the cutback
asphalt category; or a re-evaluation of
the baseline emissions to account for the
possible VOC emissionsiresulting from
this category.

(2) The State submit a revised RFP
demonstration line to account for any
changes made in the attainment
demonstrations.

(b) Part D-Conditional Approval-
-The attainment demonstration for the

Cleveland urban area is approved
provided the following conditions are
satisfied:

(1) The State submits either technical
support for the 100% VOC emission
reduction eitimate from the cutback
asphalt category; or a re-evaluation of
the baseline emissions to account for the
possible VOC emissions resulting from
this category.

(2) The State submits a list of the
additional Transportation Systems
Management Strategies to be
implemented with the additional point
source regulations will demonstrate
attainment of the ozone standard.(3) The State submits a schedule
which delineates the dates on which the
additional point source controls will be
developed and implemented.

(c) Part D-Conditional Approval-
The attainment demonstrations for the
Columbus urban area is approved
provided the following conditions are
satisfied:

(1) The State submits either technical
support for the 100% VOC emission
reduction estimate from the cutback
asphalt category; or a re-evaluation of
the baseline emissions to account for the
possible VOC emissions resulting from
this category.

(d) Part D--Conditional Approval-'
The reasonable further progress (RFP)
demonstrations -for the Canton and
Steubenville urban areas are approved
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provided the State submits revised RFP
demonstration lines.

7. Section 52.1887 is revised to read as
follows:

§ 52.1887 Control Strategy* Carbon
Monoxide.

(a) Part D-Approval-The following
portions of the Ohio plan are approved:

(1) The carbon monoxide portions of
rules 01, 02, 03, 04 (except the portion
disapproved in § 52.1877(c)), 05, 06, 07,
08, 09 (except the portions conditionally
approved in I 52.1877(b)) and 10 of
Chapter 3745-21 of the Ohio
Administrative Code.

(2) The transportation control plans
for the following urban areas: Akron
(ozone component only). Canton,
Cincinnati, Columbus, Dayton,
Steubenville, Toledo (ozone component
only], Cleveland.

(3) The carbon monoxide attainment
and reasonable futher progress
demonstrations for the following urban
areas: Cincinnati, Cleveland and
Columbus.

(b) Part D-Conditional Approval-
The following portions of the Ohio plan
are approved provided the following
conditions are met:

(1) For the Dayton urban area carbon
monoxide attainment and reasonable
further progress demonstrations the
State must submit the following:

(i) A schedule for the study,
evaluation and implementation of
control measures at the identified
carbon monoxide hot spot;

(ii) Evidence of priority funding, if
proven necessary; and

(iii) A revised carbon monoxide
reasonable further progress
demonstration.

(2) For the Steubenville urban area
carbon monoxide attainment and
reasonable further progress
demonstrations the State must submit
the following:

(i) The results of the carbon monoxide
study;

(ii) Submit either regulations or
additional TSMs which will provide for
attainment of the standard by December
31, 1982; and

(iii) A revised attainment
demonstration.

(iv) A revised carbon monoxide
reasonable further progress
demonstration.

(c) Part D-No Action-USEPA at this
time takes no action on the carbon
monoxide portions of the plan submitted
for the urban areas of Akron and Toledo
nor on the vehicle inspection and

maintenance {I/M program required for
those nonattainment areas which have
requested an extension to demonstrate
carbon monoxide attainment.
IFR Doc- ao3ws F d o-3O-ft &45 am]
NLUNG CODE 6500-3"-l

40 CFR Part 52

[A-5-FRL 1647-3l

Approval and Promulgation of
Implementation Plans; Ohio

AGENCY: U.S. Environmental Protection
Agency (USEPA).
ACTION: Final rule.

SUMMARY: The USEPA announces today
final rulemaking on revisions to the
carbon monoxide and ozone portions of
the Ohio State Implementation Plan
(SIP) for the Youngstown urban area
and Ohio's rural ozone nonattainment
areas. A notice of proposed rulemaking
on these revisions was published in the
May 16, 1980 Federal Register (45 FR
32333). In that notice, USEPA proposed
to approve these revisions provided that
the State correct or commit itself to
correct specific deficiencies. On June 12.
1980 and August 6,1980. the State
submitted information and commitments
to correct the noted deficiencies. Based
on USEPA's review of the State's
response, USEPA is today approving the
SIP for the rural ozone nonattainment
areas and conditionally approving the
SIP revisions for the Youngstown urban
area.
EFFECTIVE DATE: This final rulemaking
becomes effective on October 23, 1980.
For further information see
Supplementary Information.
ADDRESSES: Copies of the SIP revision,
public comments on the NPR, and
USEPA's evaluation and response to
comments are available for inspection at
the following addresses:
U.S. Environmental Protection Agency,

230 South Dearborn Street. Chicago.
Illinois 60604.

U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, D.C.
20460.

The Office of the Federal Register. 1100
L Street, N.W., Room 8401,
Washington, D.C.

FOR FURTHER INFORMATION CONTACT:
Mr. Richard Clarizio, Regulatory
Analysis Section, Air Programs Branch.
Region V. U.S. Environmental Protection
Agency, 230 South Dearborn Street.
Chicago, Illinois 60604, [312) 886-6035.

SUPPLEMENTARY INFORMATION. On
March 3.1978 (43 FR 8962) and on
October 5,1978 (43 FR 45993), pursuant
to the requirements of section 107 of the
Clean Air Act (Act), as amended in 1977,
USEPA designated certain areas In Ohio
as nonattainment with respect to the
National Ambient Air Quality Standards
(NAAQS) for carbon monoxide (CO]
and ozone (03).

Part D of the Act, which was added by
the 1977 Amendments, requires each
State to revise its State Implementation
Plan (SIP) to meet specific requirements
for areas designated as nonattainment.
These SIP revisions must demonstrate
attainment of the primary standard as
expeditiously as practicable, but.not
later than December 31,1982. In certain
circumstances an extension is provided
to no later than December 31,1987 to
demonstrate attainment of the ozone or
carbon monoxide NAAQS.

The requirements for an approvable
SIP are described in a Federal Register
notice published April 4, 1979 (44 FR
20372). Supplements to the April 4,1979
notice were published on July 2,1979 (44
FR 38583). August 28.1979 (44 FR 50371).
September 17,1979 (44 FR 53761). and
November 23. 1979 (44 FR 67182).

The Youngstown urban area plan
relies on the control of the emission of
volatile organic compounds (VOC) from
stationary and mobile sources to
provide for the attainment of the ozone
standard by December 31,1982. To
provide for attainment of the-carbon
monoxide NAAQS by December 31,
1982, the Youngstown plan relie3 on
mobile source control measures to
reduce carbon monoxide emissions.

USEPA stated in the May 16. 1980
Federal Register that the Youngstown
urban area plan which was submitted
on December 28,1979 and amended on
February 12,1980, adequately
demonstrates attainment of both the
carbon monoxide and ozone NAAQS by
December 31.1982. USEPA, however,
identified deficiencies in the ozone
attainment and reasonable further
progress demonstrations and in the
transporlation control plan.
Consequently, USEPA proposed to
conditionally approve the Youngstown
urban area plan, if, prior to final
rulemaking, the State either adequately
corrected these deficiencies or
committed itself to correct these
deficiencies on a negotiated schedule.
Additionally. in the May 16,1980
Federal Register USEPA proposed to
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approve Ohio's rural area ozone
nonattainment SIP.

A discussion of conditional approval
and its practical effect appears in the
July 2, 1979 Federal Register (44 FR
38583). A conditional approval reqpires"
the State to submit additional materials
by the specified deadlines negotiated
between the State and the USEPA
Regional Office. Schedules submitted by
Ohio for the Youngstown SIP revision
will be proposed for public comment
elsewhere in today's Federal Register.
Prior to final rulemaking on the
deadlines, the State is bound by its
commitment to meet the proposed
deadlines. USEPA will follow the
procedures described below when
determining if requirements of
conditional approval have been met.

1. When a State submits the required
additional documentation, USEPA-will
publish a notice in the Federal Register
announcing receipt and-availability of
the submission and that the conditional
approval is continuing pending USEPA's
final action on the subniission.

2. USEPA will evaluate the State's
submission and public comment on the
submission to determine if noted
deficiencies have been fully corrected,
After review is complete, a Federal
Register notice will either fully hpprove
the plan if all conditions have been met,
or withdraw the conditional approval
and disapprove the plan. If the plan is
disapproved, the Section 110(a)(2)(IO)
restrictions on construction will be in
effect.

3. If the State fails to'submit the
required materials according to the
negotiated schedule, USEPA will publish
a Federal Register notice shortly after
the expiration of the time limit for

'submission. The notice will announce
that the conditional approval is
withdrawn, the SIP is dis.approved, and
the Section 110(a](2)(I) restrictions on
growth are in effect.

Only the State submitted comrhents
on the notice of proposed rulemaking.
The State submitted additional
information on June 12,1980, and a
revised schedule for the submittal of the
corrective material on August 6. 1980.

Summarized below are the
deficiencies cited in the May 16,1980
Federal Register, the State's response to
these deficiencies, USEPA's evaluation
of the adequacy of the State's response,
and USEPA's final rulemaking on the
Youngstown urban area plan and the
rural area ozone nonattainment area SIP
revision.

Ozone Attainment Demonstration-
Emission Reduction Estimates: In the'
ozone attainment demonstration, a 100%
reduction in volatile organic compounds
(VOC) emissions from the cutback

asphalt category is predicted to occur by
December 31,1982. In the May 16, 1980
Federal Register, USEPA questioned the
accuracy of this prediction given the

-possible continued usage of cutback-
asphalt. USEPA requested either

- technical support for this emission
reduction estimate or a re-evaluation of
the baseline emissions to account for the
VOC emissions resulting from this
category.

State Response: The State indicated
that it will conduct a survey on
anticipated annual usage of cutback
asphalt for the April-October period. In
a letter dated June 12, 1980 the State
noted that the results of the survey
would b6 submitted to USEPA by
November 3, 1980. Subsequently, the
State, determined that due to limited
staff resources additional time would be
needed. On August 6, 1980 the State
committed itself to submit the rdquired

'information by August 1, 1981.
USEPA Response: USEPA believes

that both the State's commitment and
schedule, as contained in the August 6,
1980 letter are acceptable. A notice
soliciting public comment on the
acceptability of the August 1, 1981 date
for the submittal of the results of the
survey appears elsewhere in today's
Federal Register.

Ozone Attainment Demonstration-
VOC Emissions Inventory (Other
Solvent Usage Category): When
developing the VOC emissions
inventory, the State projected that the
emissions from the Other Solvent Usage
Category would be identical in the years
1975, 1982 and 1987. USEPA noted in the
May 16, 1980 Federal Register that
emissions from this source category are
dependent upon the population of the
area and generally increase or decrease
when the population increases or
decreases. Additionally, USEPA
indicated that an increase in VOC
emissions from this source category
should have been predicted, since the
plan projects the population would
increase in 1982 and 1987. USEPA stated
that the State could correct this error
either by revising the emissions
inventory to account for the increased
emissions or by re-examining and
revising the population projections.

State Response: On June 12,1980, the
State submitted a revised VOC
emissions inventory for the years 1982
and 1987. This revised inventory
projected increases in the VOC
emissions from the Other Solvent Usage
Category due to projected population
increases in the area.

USEPA Response: USEPA has
reviewed the State's revised emissions
inventory and has determined that it is
adequate to correct the noted deficiency.

Furthermore, USEPA has determined
that the predicted increase in emissions
from the Other Solvent Usage Category
will not interfere with the ability of the
area to attain the ozone NAAQS by
December 31, 1982.1 Transportation Control Plan (TCP)-
Implementor Commitments: One of the
requirements for an acceptable TCP Is
thht it contains commitments from the
Regional Policy Board to meet specific
annual emission rieduction goals. As
noted in the May 16, 1980 Federal
Register, the Youngstown TCP does not
contain such commitments.

Stdte Response: The State said in the
June 12, 1980 letter that it would submit
the necessary commitments to USEPA
by November 3, 1980. The State affirmed
its commitment to the November 3, 1080
date in an August 6, 1980 letter.

USEPA Response: USEPA believes
that both the State's commitment and
schedule, as contained in the August 0,
1980 letter, are acceptable. A notice
soliciting public comment on the
acceptability of the November 3, 1980
date for the submission of the
Implementor Commitments appears
elsewhere in today's Federal Register.

Demonstration of Reasonable Further
Progress (RFP)for Ozone: In the May 10,
1980 Federal Register, USEPA pointed
out that the original ozone RFP line must
be revised to account for the change in
the base year from 1975 to 1977 and to
account for any change in the emissions
inventory due to any revised VOC
estimates for the Cutback Asphalt and
Other Solvent Usage Categories.

State Response: In its June 12, 1980
letter, the State said that it would revise
and submit the ozone RFP
demonstration by November 3, 1980. In
its August 6, 1980 letter, the State
reported that it needed additional time,
until August 1, 1981, to submit the
revised ozone RFP demonstration.
Therefore, the State committed itself to
submit the revised ozone RFP
demonstration by August 1, 1981.

USEPA Response: USEPA believes
that both the State's commitment and
schedule as contained in its August 0,
1980 letter are acceptable. A notice
soliciting public comment on the
acceptability of the August 1, 1981 date
for the submission of the revised ozone

* RFP demonstration appears elsewhere
in today's Federal Register.

USEPA Final Determination on the
Youngstown Urban Area Plan: USEPA
believes that the State has adequately
corrected the VOC emissions inventory
to account for the deficiency in the
Other Solvent Usage Category.
Furthermore, USEPA believes that the
commitments made by the State to
correct the deficiencies in the ozone
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attainment and RFP demonstrations and
the transportation control plan are
adequate for a conditional approval.
Therefore, USEPA conditionally
approves these portions of the
Youngstown urban area plan.
Additionally, since no comments were
received questioning USEPA's proposed
approval of the carbon monoxide
attainment and RFP demonstration
portion of the youngstown urban area
plan, USEPA finally approves these
portions.

RurilArea Ozone Nonattainment
Plan: In the May 16,1980 Federal
Register, USEPA stated that for the rural
ozone nonattainment areas a specific
demonstration of attainment and
reasonable further progress is not
necessary. The April 4, 1979 Federal
Register specifies that reasonably
available control technology (RACT) at
major stationary sources of
hydrocarbons in rural areas and a
demonstration of attainment in all urban
areas will assure attainment and
reasonable further progress in the rural
areas. Since the Ohio carbon monoxide
and ozone SIP revisions satisfy these
requirements, USEPA proposed to
approve the ozone nonattainment area
plan for the following rural ozone
nonattainment counties: Lawrence,
Clinton, Brown, Highland, Fayette, Ross,
Pickaway, Hocking. Perry, Fairfield,
Madison, Licking, Belmont, Champaign,
Shelby, Logan, Union, Ottawa, Fulton,
Delaware, Knox. Holmes, Tuscarawas,
Harrison, Carroll, Columbiana,
Ashtabula, Wayne, Ashland, Richand,
Morrow, Marion, Allen, Hancock,
Seneca, Huron, Erie, Sandusky, and
Henry.

No comments were received during
the public comment period on USEPA's
proposed approval of the ozone
nonattainment area plan for these rural
ozone nonattainment counties.
Therefore, USEPA approves the ozone
nonattainment area plan in these
counties.

USEPA has determined that good
cause exists for making this final
rulemaking immediately effective. By
making this final rulemaking
immediately effective, the restrictions
on industrial growth contained in
section 110(a)(2][I) of the Act could be
lifted in some areas of the State of Ohio
if all other requirements are met. These
restrictions are imposed for a failure to
have a State Implementation Plan which
meets the requirements of Part D after
the final date for SIP approval specified
in the Act. The U.S. EPA has determined
that for the Youngstown urban area and
the rural ozone nonattainment areas, the
Ohio carbon monoxide and ozone SIP

meets the requirements of Part D.
Therefore, it would be contrary to public
interest to continue for thirty days after
the publication of this notice the
restrictions on industrial growth for
certain sources located within, or
wishing to locate within these areas.

The 1978 edition of 40 CFR Part 52
lists in the subpart for each State. the
applicable deadlines for attaining
ambient standards (ambient dates)
required by section 110(a(2J(A) of the
Act. For each nonattainment area where
a revised plan provides attainment by
the deadline required by section 172(a)
of the Act, the new deadlines will be
substituted on the attainment date
charts. The earlier attainment dates
under section 110(a)(2)(A) will continue
to appear in a footnote to the earlier
charts. Sources subject to plan
requirements and deadlines established
under section 110(a)(2)(A) prior to the
1977 Amendments remain obligated to
comply with those requirements, as well
as with the new section 172 plan
requirements.

Congress established new deadlines
under section 172(a) to provide
additional time for previously regulated
sources to comply with new, more
stringent requirements and to permit
previously uncontrolled sources to
comply with newly applicable emission
limitations. If these new deadlines were
permitted to supersede the deadlines
established prior to the 1977
Amendments, sources that failed to
comply with pre-1977 plan requirements
by the earlier deadlines would
improperly receive more time to comply
with those requirements. Congress.
however, intended that the new
deadlines apply only to new, additional
control requirements and not to earlier
requirements. As stated by
Congressman Paul Rogers in discussing
the 1977 Amendments:

Section (a)(2) of the Act made clear that
each source has to meet its emission limits
"as expeditiously as practicable" but not
later than three yeafs after the approval of a
plan. This provision was not changed by the
1977 Amendments. It would be a perversion
of clear congressional intent to construe part
D to authorize relaxation or delay of emission
limits for particular sources. The added time
for attainment of the national ambient air
quality standards was provided, if necessary,
because of the need to tighten emission limits
or bring previously uncontrolled sources
under control. Delays or relaxation of
emission limits were not generally authorized
or intended under Part D.
(123 Cong. Rec.. H 11958. daily, ed. November
1. 1977)

To comply fully with the intent of
Congress that sources remain subject to
pre-existing plan requirements, sources

cannot be granted variances extending
compliance dates beyond attainment
dates established prior to the 1977
Amendments. Such variances would
impermissibly relax existing
requirements beyond the applicable
section 110(a](2](A) attainment date
under the plan. Therefore, for
requirements adopted before the 1977
Amendments, USEPA will not approve a
compliance date extension beyond pre-
existing 110(a](2](A) attainment dates,
even though a section 172 plan revision
with a later attainment date has been
approved.

However, in certain exceptional
circumstances, extensions beyond a pre-
existing attainment date are permitted.
For example, if a section 172 plan
imposes new, more stringent control
requirements that are incompatible with
controls required to meet the pre-
existing regulations,'the pre-existing
requirements and deadlines may be
revised if a State makes a case-by-case
demonstration that a relaxation or
revocation is necessary. Any such
exemption granted by a State will be
reviewed and acted upon by USEPA as
a SIP revision. In addition, as discussed
in the April 4,1979 Federal Register (44
FR 20373), an extension may be granted
if it will not contribute to a violation of
an ambient standard or a PSD
increment.

Under Section 307(b)(1) of the Clean
Air Act, judicial review of (this action)
is available only by the filing of a
petition for review in the United States
Court of Appeals for the appropriate
circuit by December 30,1980. Under
Section 307(b)(2) of the Clean Air Act,
the requirements which are the subject
of today's notice may not be challenged
later in civil or criminal proceedings
brought by USEPA to enforce these
requirements.

Under Executive Order 12044, USEPA
is required to judge whether a regulation
is "significant!' and-therefore subject to
the procedural requirements of the
Order or whether it may follow other
specialized development procedures.
USEPA labels these other regulations
"specialized." I have reviewed this
regulation and determined that it is a
specialized regulation not subject to the
procedural requirements of Executive
Order 12044.

This Notice of Final Rulemaking is
issued under the authority of Sections
110(a), 172 and 301 of the Clean Air Act,
as amended (42 U.S.C. 7410(a), 7502,
7601(a)).
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Dated: October 23, 1980.
Douglas Costle,
Administrator.

Note.-ncorporation by reference of the
State Implemenlation Plan for the State of
Ohio was approved by the Director of the
Federal Register on July 1,1980.

PART 52-APPROVAL AND
PROMULGATION OF -
IMPLEMENTATION PLANS

Title 40 of the Code of Federal'
Regulations, Chapter 1, Part 52 is
amended as follows:

1. Section 52.1870(c) is amended-by
adding subparagraphs (21) to (22) to
read as follows:

§ 52.1870 Identification of Plan.
* * * * *

(c) * * *

(21) On December 28,1979 the State of
Ohio submitted its Part D carbon
monoxide and ozone nonattaimnent
area plan for the Youngstown urban
area. The submittal contained
transportation control plans and
demonstrations of attainment (for
carbon monoxide and/or ozone). On
February 12, 1980 the State amended the
ozone qttainment demonstration
submitted on December 28, 1979.

(22) On June 12, 1980 and August 6, -
1980 the State submitted Comments on,
technical support for, and commitments
to correct the deficiencies cited in the
May 16, 1980 Notice of Proposed'
Rulemaking.

§ 52.1871 [Amended]

2. Sectio'n 52.1871 is amended by
changing the heading "Photochemical
Oxidants (hydrocarbons)" to "Ozone".

3. Section 52.1873 is revised to read as
follows:

§ 52.1873 Approval Status.

With the exceptions set forth in this
subpart the Administrator approves
Ohio's plan for the attainment and
maintenance of the National Ambient
Air Quality Standards under Section.110
of the Clean Air Act. Furthermore, the
A ministrator finds the plan satisfies all
the requirements of Part D, Title 1 of the
Clean Air Act as amended in 1977,
except as noted below. In addition,
continued satisfaction of the
requirements of Part D for the ozone
portion of the SIP'depends on the
adoption and submittal of RACT
requirements by July 1, 1980 for the
sources covered by CTGs between
January 1978 and January 1979 and
adoption and submittal by each
subsequent January of additional RACT
requirements for sources covered by
CTGs issued by the previous January.

4. Section 52.1875 is amended to
delete paragraph (b) and revise
paragraph (a) as follows:

§ 52.1875 Attainment Dates for National
Standards.

(a) The-following table presents the
latest date by which the national
standards are to be attained. These
dates reflect the information presented
in Ohio's plan, except where noted.

Pollutant

Air quality control region Particilate matter Sulfur oxides , Nitrogen Carbon
* dioxide monoxide Ozone

Primary Secondary +rimary Secondary

Greater Metropolitan Cleveland Intrastate (A(cR.
174):

a. Primary/secondary nonattainment areas . h
b. Remainder of AQOCR ................................. b

Huntington (West Virginia).Ashland (Kentucky).
Portsmouth-rontoi (Ohio) Intrastate (AOCR
103):

a. Primary/secondary nonattainment areas . h
b. Remainder of AOCR ............................... b

Mansfield.Marion-Intrastate (AOCR 175):
a. Primary/secondary nonattainment areas..... h
b. Remainder of AOCR ............... b

Metropolitan Cincinnati Interstate (AOCR 079):
a. Primary/secondary nonattainment areas. h
b. Remainder of AOCR ................................... b

Metropolitan Columbus Intrastate (AOCR 176):
a. Primary/secondary nonattainment areas . h
b. Remainder of AOCR: ................ b

Metropolitan Dayton Intrastate (AQOCR 173):
a Primary/secondary nonaftainment areas. h
b. Remainder of AOCR .......................... b

Metropolitan Toledo Interstate (AQOCR 124):
a. Primary/secondary nonattainment areas. h
b. Remainder of AQOCR .. .......... ... b

Northwest Ohio Intrastate (AOCR 177):
a. Primary/secondary nonattainment areas h
b. Remainder ot AOCR ...................................... b

Northwest Pennsylvania Youngstown Interstate
(AOCR 178):

a. Primary/secondary nonattainment areas ....- h
b. Remainder of AOCR ..................-.. .......... b

h f I b e c
b b b ~ b . b b

h IF f b
b b b b

b d
b

h f f b b d
b b _b -b b b

h f f 'b g 91
b b b b b b-

h I I b d d
b b b b b b

h f f b d d
b b 

b
b b b

h I I b b d
b b - b b b .b
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Air quality control region Parb

Prnm

Parkersburg (West VWgii--Manetta (Ohio) Iteir-
state:

a Prnmary/secondary nonatta nent aers h
b. Remainder of AQCR . b

Sandusky Intrastate (AOCR 180):
a Prnmary/secondary nonrttairwent areas h
b. Remarder o AOCR . b

SleutenvlleWterton-Wheehlg Interstate (AQCR
181):

a Prnmary/secotary nonaltainme areas __ h
b. Remainder of AOCR . . ... b

W "roingon-a colhe-Logan Intrastate (AOCR
182):

a. Primlsecondarf nonattainmet areas h
b. Remainder o( AOCR __ _ b

Zanesvle-Caimbndge Intrastate (AOCR 183):
a. Pnima/secondary nonattaintent areas h
b, Remainder o( AOCR . .... b

culate r

try Sec

§ 52.1887 Control Strategy: Carbon
Monoxide.

nettef Sulfur oxides N,1W.;gean C(a)*

,ondary P,,€ Secondaj (3) The carbon monoxide attainment
and reasonable further progress
demonstrations for the following urban

h I I b b b areas: Cincinnati, Cleveland, Columbus
b b b b b b and Youngstot.
h I I b b d (b) * * *
b b b b b b (4) For the Youngstown transportation

control plan, the State submits the
b b b b b b commitments of the Regional Policy

Board to meet specific annual emission
h b b b b 9 reduction goals.
b b b b b b IFRIING CO, 5n -3I-U -
i, I I i , BIUNG CODE 6560-38-M

bb b b b b b

NoTE.--Sources subject to the plan reclenents and attanment dales estabashWd under setion I t0(a)(2)(A) pwrr to the
1977 Ceap Ar Act Amendments remain obligated to comply with these rectrrients by te earber deadnet The ear attain,
merit dates re set out at 40 CFR 52.1875 pubished July 1. 1979.

For actual nonattanment designations refer to 40 CFR Part 81
Dates or footnotes which are italiczed are prescribed by the Adminitralor because the plan did not Provide a SPM!.,c date

or the date provided was not acceptable
a. Ar qualty levels presently below prmary standards or is unclassiiable
b. Axr qualty levels presently below secondary standards or is uncilislilible
c. For Stark. Sutret and Portage Countes attainment is to be achieved by December 31. 192 Fat thefemarig cowne~s

the attainment date wil be specified in the future.
d. December 31. 1982.
e For Sumit County attainment is to be achieved by December 3L 1952 For Cuyahoga Countye attainment date wJ

be specified in the luire.
L August 27. 1979 except lor the comnies listed in (1) wiach ae sublec to an atearnnt date of June 17 19W, the

Ashland 04 Company in Stark County which is sublect to an attainment date ot September 14. 1992 the conpanes in &Surat
County listed in (2) which are subject to an attainment dale of January 4. 19S3, and the PPG Inikstnes. Ine (bo,kis orl) in
Summit County, Ohio which is subect to an attainment date of August 25. 19S3

(1) Youngstown Sheet & Tube Co.; PPG Industnes. Inc., WhSeli-P ste Corp, Pibsrbgh-Ca&rAld Corporatiom
The Tinmken Company The Sun 0l Co- Seler.Gebe Corp; The 8 F_ Goodich Comnpany, Plips Petroloum Co Shell Oi Co
Federal Paper Board Co-; The Firestone Tie & Rubber Co.. Republic Steel Corp .Chaf Bag Co, Whit-WeSkhouW Cotp.
U.S. Steel Corp.; Intertake. Inc-; Austin Power Co. Diamond Crystal Salt Co. The Goodyear Tie & Rubber Co, The Gruf O4 Co,
The Standard 04 Co.: Champion International Corp. Koppers Co, Inc. General Motors Corp. E I du Pont de Neriotxs ard
Co.; Coulton Chemical Corp-; Alied Chemical Corp. Specialty Chemicals Ds* The Hooer Co Ahkimwur Co of A.'nerca.
Otao Greentouse Assoc, Amico Steel Corp.; Buckeye Power. Inc. C4icinnah Gas id Electnc. Cleveland Electric sirann
Co- Coluribus and Southem Oho Electric; Dayton Power and Light Co. Duque"n t.ght Co . Otto Edsoi Co, Oho Electric
Co.; Pennsylvania Power Co-: Toledo Edison Co. Ohio Edison Co. RCA Rubber Co

(2) In Sumnit County Diamond Crystal Salt Frestone Tee & Rubber Co. Genwal Tee & Rutbe B F Goodrich Co Go.
dyear Aerospace Corp-; Good<yem Tire & Rubber Co; Chrysler Corp. PPG kiduslne,, Inc, Soerfing Twe & Rdbiber, Tote%
Dismon o General Motors Corp, Midwest Rubber Rectaerng. KJ ting Supply Co

g. Attainment date wil be specified in the future.
h. Apri 15.1977.
L December31. 1987.

5. Section 52.1885 is amended by
adding new paragraphs (a)[4), (b)(3) and
(b)(4) to read as follows:

§ 52.1885 Control Strategy:. Ozone.

(a) - * * a
(4] The ozone nonattainment area

plan for the rural nonattainment areas.
(b) * * *

(3) The attainment demonstrations for
the urban areas of Canton, Cleveland,
Columbus and Youngstown provided the
deficiencies cited are corrected.

(4] The Reasonable Further Progress
Demonstration for the urban areas of
Canton, Steubenville and Youngstown
provided the deficiencies cited are
corrected.

6. Section 52.1886 is amended by
adding a new paragraph (e) to read as
follows:

§ 52.1886 °Ozone Attainment and
Reasonable Further Progress
Demonstrations.

[e) Part D-Conditional Approval-
The attainment demonstration for the
Youngstown urban area is approved
provided that the following conditions
are satisfied:

(1) The State submit either technical
support for the 100% VOC emission
reduction estimate from the cutback
asphalt category; or a re-evaluation of
the baseline emissions to account for the
possible VOC emissions resulting from
this category.

(2) The State submit a revised RFP
demonstration line to account for any
changes made in the attainment
demonstrations.

7. Section 52.1887 is amended by
adding new paragraphs (a)[3) and (b)[4)
to read as follows:

40 CFR Part 52

IA-9 FRL 1632-31

Approval and Promulgation of
Implementation Plans; California State
Implementation Plan Revision: North
Coast Air Basin

AGENCY: Environmental Protection
Agency.
ACTION: Final rulemaking.

SUMMARY: The Environmental Protection
Agency (EPA) takesfinal action to
approve and, where appropriate,
disapprove or take no action on
revisions to the North Coast Air Basin
portion of the California State
Implementation Plan (SIP) submitted by
the Governor's designee. The intended
effect of this action is to update rules
and regulations and to correct certain
deficiencies in the SIP.
EFFECTIVE DATE: December 1, 1980.
ADDRESS: A copy of the revisions is
located at: The Office of the Federal
Register, 1100 L Street, NW., Room 8401,
Washington. D.C. 20005.
FOR FURTHER INFORMATION CONTACT.
Louise P. Giersch, Director, Air and
Hazardous Materials Division.
Environmental Protection Agency, 215
Fremont Street, San Francisco, CA
94105. Attn: Douglas Grano (415) 556-
2938.

SUPPLEMENTARY INFORMATION: On
March 20.1980 (45 FR 18035) EPA
published a notice of proposed
rulemaking for revisions to the North
Coast Air Basin rules and regulations
submitted on May 7 and 23,1979 by the
California Air Resources Board (ARBI
for inclusion in the California SIP.

The changes contained in those
submittals that are being acted upon by
this notice include the following:
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(A) New rules to regulate equipment
breakdown, emergency variances and
particulates;

(B) Amended rules for controlling
open outdoor fires, including agricultura
burning and visible emissions; and

(C) Changes in the annual renewal
and hearing board fee s6hedules.

A list of the affected rules was
published as part of the March 20, 1980
notice of proposed rulemaking. As
described in that notice, all the rules
were evaluated, found to be in
conformance with the requireinents of
40 CFR Part 51, and proposed to be
approved, with the exception of Rule
40(c)(2)fwhich iVas proposed'to be'
disapproved and Rule 410(b) for which
no action was proposed. The notice of
proposed rulemakiing provided for a 60
day public comment period. One
comment letter was received from the
Mendocino County APCD.

Comment: The District noted that thei
have recently recodified certain
agricultural burning rules which EPA
had proposed to disapprove and that thi
revised rules are consistent wifh the
State ARB Agricultural Burning
Guidelines. Further the District stated
that they assumed EPA had approvdd
these Agricultural Burning Guidelines.

Response: Because the District's
recodified rules have not yet been
submitted to EPA to replace the rules
EPA had proposed to disapprove, EPA i,
taking final action to disapprove these
"old" rules. Upon official submittal of"
the recodified rules, EPA will consider
them for incorporation into the SIP. The
State Agricultural Burning Guidelines
were officially submitted to the EPA on
August 5, 1980. EPA has not yet

- approved or disapproved these
Guidelines.

Thus, it is the purpose of this notice t(
approve the revisions contained in the
May 7 and 23,1979 submittals, and to
incorporate them into the California SIP
with the exception of Rules 410(b) and
410(c)(2) discussed below.

Rules 410(c)(2), Visible Emissions,
submitted May 7, 1979, allows'
exceptions to the provisions Rule 410(a)
and therefore could result in increased
emissions. This rule is being
disapproved for Del NorLe, Humboldt,
Mendocino, Northern Sonoma and
Trinity Counties because an adequate
control strategy analysis has not been
submitted to show that these exception,
would not interfere with attainment or
maintenance of the National Ambient
Air Quality Standards.

Rule 410(b), submitted May 7,1979, is
applicable only in Mendocino County.
However, Rule 410(b) also appears in
the submittals. for Del Norte, Humboldt,
Northern Sonoma and Trinity Counties.

Since it pertains only to Mendocino
County no action ie being taken on this
rule with respect to Del Norte, -
Humboldt, Northern Sonoma and Trinity
Counties.

As described in the March 20, 1980
proposed rulemaking notice, Rule 240,
Compliance Verification, and Appendix
D to Regulation I are being approved.
Since these rules contain requirements
equivalent to those in 40 CFR Part 52,
EPA is also rescinding 40 CFR
52.224(a)(2)(xviii), (xix), (xxii), (xxy) and
(xxx) and 40 CFR 52.234(e)(5)(ii) and
(e)(9) for the respective Counties.

The Air Resources Board has certified,
that the public hearing requirements of

-40 CFR 51.4-have beefi satisfied.
EPA has determined that this action is

"specialized" and therefore, not subject
to the procedural requirements of
Executive Order 12044.

(Sections 110 and 301(a)_ of the Clean Air Actas amended (42 U.S.C. §§ 7410 and 7601(a)))

Dated: October 27,1980.
Douglas M. Costle,
Administrator.

Note.-Incorporation by reference of the
State Implementation Plan for the State of
California was approved by the Director of
the Federal Register on July 1, 1980.

Subpart F of Part 52 of Chapter 1, Title
40, of the Code of Federal Regulations is
amended as follows:

Subpart F-California

1. Section 52.220 is amended by
adding paragraphs (c)(50) and (51) (iii)-
(vi) as follows:

§ 52.22Q Identification of plan.

(c)* * *
(50) Revised regulations for the

following APCD's submitted on May 7,
1979, by the Governor's designee.

(i) Del Norte County APCD.
(A) New or amended Rules 240, 410(a)

and (c), and 615."
(ii) Humboldt County APCD.
(A) Nevt or amended rules 240, 410 (a)

and (p), 615.
'(iii) Mendocino County APCD.
(A) New or amended rules 240, 410,

and 615.
(iv) Trinity County APCD.
(A) New or amended rules 240,410 (a)

and (c), and 615.
(v)-Northern Sonoma County APCD.
C A) New or amended Rules- 240, 300,

310, 320, 410 (a) and (c), 420, 540, 615.
* * * * *

(51) Revised regulations for the
following APCD's submitted on May 23,
1979, by the Governor's designee.

(iii) Del .Norte County APCD.

(A) New or amended rules 130, 300,
310, 320, 420, 540 and Regulation 1/
Appendix D.

(iv) Humboldt County APCD,
(A) New or amended rules 130, 300,

310, 320, 420, 540 and Regulation 1/
Appendix D.

(v) Mendocino County APCD.
(A) New or amended rules 130, 300,

310, 320, 420, 540 and Regulation 1/
Appendix D.

,(vi) Trinity County APCD.
(A) New or amended rules 130, 300,

310, 320, 420, 540 and Regulation 1/
Appendix D.
* * * * *

2. Section 52.224 is amended by
adding paragraphs (a)(1)(vi)(C), (D), (ENO
(F), and (G) and by rescinding and
reserving paragraphs (a)(2)(xviii), (Xix),
(xxii), (xxv), and-(xxx) as follows:

§ 52.224 General Requirements.
(a) * * *(1) * **

(vi) * * *
(C) Del Norte County APCD
(D) Humboldt County APCD
(E) Mendocino County APCD
(F) Northern Sonoma County APCD
(G) Trinity County APCD

* * * * *

(2) [ervd
(xviii) [Reserved](xix) [Reserved]

* * * * *

(xxii) [Reserved]

(xxv) [Reserved]

(xxReservedJ

3. Section 52.284 is amended by
adding (a)(6)(ii) and revoking and
reserving paragraphs (e)(5) (ii) and (e)(9)
as follows:

§52.234 Source Surveillance.

(a) * * *
(6) * *
(ii) Northern Sonoma County APCD
* * * .* *

(e)* * *
(5). * *

(ii) [Reserved]

(9) [Reserved]

4. Section 52.273 is amended by
adding paragraphs (b)(3)(iJ(B),
(b)(3)(ii)(B),,(b)(3)(iii)(B), (b)(3)(iv)(B),
ahd (b)(7)(i)(B) as follows:

§ 52.273 ,Open burning.

(b) * * *
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(3) * * *fi) * * *

(B) Rule 410(c)(2), Visible Emissions,
submitted on May 7, 1979.

(ii) * * *

(B) Rule 410(c)(2), Visible Emissions,
submitted on May 7,1979.

(iii) * * *

(B) Rule 410(c)(2), Visible Emissions,
submitted on May 7, 1979.
* * * * *

(iv}***
(B) Rule 410(c)(2), Visible Emissions,

submitted on May 7,1979.

(7)"**
(i) * * *

(B) Rule 410(c)(2), Visible Emissions,
submitted on May 7,1979. -

IFR Doc. 80-334 Filed 10-30-8 &845 am]

BILUNG CODE 6560-2 5-l

40 CFR Part 52

[A7 FRL 1643-81

Approval and Promulgation of
Implementation Plans; State of

.Missouri

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rulemaking.

SUMMARY: The St. Louis County Air
Pollution Control Appeal Board granted
a variance for the Union Electric
Company Meramec power plant to
allow sufficient time for the company to
design, construct and operate new
control equipment for emissions of total
suspended particulate (TSP) matter. EPA
proposed to approve the variance as
part of the applicable State
Implementation Plan (SIP) in a Federal
Register notice on July 11, 1980. One
commentor responded to that proposal.
In this notice, EPA is taking final action
to approve this SIP revision.

-EFFECTIVE DATE: This rulemaking is
effective October 31,1980.
ADDRESSES: Copies of the state
submission, the comment received and
the EPA prepared technical evaluation
document are available at the following
locations:
Air Support Branch, Environmental

Protection Agency, 324 East 11th
Street, Kansas City, Missouri 64106;

Public Information Reference Unit,
Environmental Protection Agency, 401
M Street SW., Washington, D.C.
20460;

Missouri Department of Natural
Resources. 2010 Missouri Boulevard,
Jefferson City, Missouri 65102;

St. Louis County Department of Health
and Medical Care, Division of
Environmental Health Care Services,
Air Pollution Control Branch, 801
South Brentwood Boulevard, Clayton,
Missouri 63105.
Copies of the state submission and

this rulemaking are also available at the
following location:
Office of the Federal Register, 1100 L

Street NW., Room 8401, Washington,
D.C.

FOR FURTHER INFORMATION CONTACT.
Wayne G. Leidwanger at 816-374-3791
wrTS 758-3791).
SUPPLEMENTARY INFORMATION: The
Union Electric Company Meramec plant
is subject to an SO2 emission limit ofe.3
pounds per million BTU of heat input in
addition to the mass emission rate
contained in Rule 10 CSR 10-5.030 and
the visible emission limit of Rule 10 CSR
10-6.090. At the time the variance was
requested (July 1,1978), the allowable
total suspended particulate matter rate
was 0.18 lb. per million BTU and the
allowable visible emission limit was 40
percent opacity. The Meramec plant is
located in St. Louis County near the
Mississippi River approximately 19
kilometers south-southwest of the City
of St. Louis.

In order to meet the required sulfur
dioxide emission limit of 2.3 lbs. per
million BTU of heat input, the Union
Electric Company switched to low sulfur
western coal. The existing particulate
matter control devices used at the
Meramec plant have proven to be
inadequate to meet the TSP rules.

The Missouri Air Conservation
Commission (MACC) amended Rule 10
CSR 10-5.090 to require sources to meet
a 20 percent opacity limit at point
sources and Rule 10 CSR 10-5.030 which
is applicable to indirect heating sources.
These rules are applicable only in the St.
Louis Air Quality Control Region.
Application of amended Rule 10 CSR
10-5.030 to the Unidh Electric Company
Meramec power plant requires an
emission limit of 0.12 lb. per million BTU
of heat input. EPA approved these rules
at 45 FR 24140 on April 9,1980.

The St. Louis County Air Pollution
Control Appeal Board granted a
variance for the Meramec plant on
November 22,1978 after a public hearing
on October 20,1978. The variance
allows the plant to operate at a mass
emission rate of 0.30 lb. per million BTU
of heat input and a visible emission limit
of 50 percent opacity during the period
of the variance. Final compliance for
Units I and 2 is May 15, 1981, and

November 30, 1981, for Units 3 and 4.
EPA proposed to approve the variance
as part of the applicable SIP on July 11,
1980 (45 FR 46826). A further discussion
of the variance is given in that notice.

EPA received one set of comments in
response to the proposed rulemaking.
The commentor generally concurred
with EPA's conclusions and strongly
urged prompt approval of the Meramec
variance. The commentor disagreed
with one aspect of EPA's analysis. The
proposed rulemaking stated that the
variance did not agree with the 60-day
period for submission to EPA required
by 40 CFR 51.6(d). The St. Louis County
Air Pollution Control Appeal Board
adopted the variance on November 22,
1978, and submitted it to the Missouri
Department of Natural Resources
(MDNR) on February 16,1979. MDNR
submitted it to EPA on April 25,1979.
EPA stated in the proposed rulemaking
that it does not believe the delay affects
the approvability of the variance
submittal.

The commentor agrees that the
approvability of the variance is not an
issue. However, the commentor believes
that the 60-day submittal requirement
was met because MDNR concurrence is
required and the period for submittal
should be computed from the date of
MDNR concurrence. The commentor is
correct that the variance requires state
concurrence before it can become part
of the SIP. However, the local agency
adopted the variance under authority
granted by the MACC at which time the
variance became effective and 40 CFR
51.6(d) states that a revision of this type
"shall be submitted to the Administrator
no later than 0 days after its adoption."
If the 60-day submittal requirement were
to be computed from the date of the
State's concurrence, a local agency
could postpone indefinitely the
submittal of such actions without
violating the rule. EPA disagrees with
the commentor but still believes that the
approvability of the variance is not
affected.

One part of the analysis given in the
notice of July 11 requires further
explanation. The portion of the county
in which the Meramec plant is located is
designated attainment for TSP at 40 CFR
Part 81. Because the area is attainment.
the possibility of consumption of
increment under the Federal regulations
for prevention of significant
deterioration (PSD) of air quality is a
matter for consideration. In the notice of
proposed rulemaking, EPA stated that
the PSD regulations exempt certain
activities from an air quality impact
analysis if such activities result in a
temporary increase in emissions and
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such emissions do not impact any Class
I areas or areas where the applicable
PSD increment is known to be violated.
EPA believed the variance granted the
Union Electric Company Was similar to
such activities andproposed an
exemption by analogy to-40 CFR
52.21(k), relating to exemption from
impadt analysis for temporary emission
sources.

On August 7, 1980, EPA published
final PSD regulations (45 FR 52676). In
that action, EPA decided that the
existing policy of exempting temporary
emissions from the analysis of the
impacts on PSD increments should be
extended to those associated with
certain SIP relaxations. However, to
obtain the exemption from an impact
analysis, the Governor must make a
specific request. EPA did not receive
such a request in this instance, and
therefore the analysis in the July 11
proposal is inappropriate.

This activity is, however, exempt from
the analysis of impact on PSD increment
because the state implementation plan
revision approved today would not
result in an increased air quality
deterioration over any baseline
concentration (40 CFR 51.24(a)(2), 45 FR-
52729). The baseline date was .
established orJuly 17, 1978 and there
are test results which indicate that the
revision approved today would result in
a decrease in TSP emissions over the
baseline concentration.

This action is being made effective
immediately inasmuch as it provides no
additional burden on any affected party.

Under Executive Order 12044, EPA is
required to judge whether a regulatioi is
"significant" and, therefore, subject to
the procedural requirements of the
Order, or whether it may.follow other

specialized development procedures.
EPA labels these other regulations
"Specialized". I have reviewed this
regulation and determined that it is not
subject to the procedural requirements
of Executive Order 12044.

This notice of final rulemaking is
issued under the authority of Section 110
of the Clean Air Act, as amended.

Dated: October 23,1980.
Douglas M. Costle,
Administrator.

Note.-Incorporation by reference of the
State Implementation Plan for the State of
Missouri was approved by the Diiector of the
Federal Register on July 1, 1980.

PART 52"-APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

Part 52 of Chapter 1, Title 40 of the
Code of Federal Regulations is amended
as follows:

Subpart AA--Missouri

1. Section 52.1320 is amended by
adding paragraph (c) (22) as follows:

§ 52.1320 Identification of plan
* * * *i .

(c) The plan revisions listed below
were submitted on the dates specified.

(22) On April 25, 1979, the Missouri
Department of Natural Resources
submitted the variance for.the Union
Electric Company's Meramec power
plant.

1 2. Section 52.1335 is amended by
adding the following to the end of the
existing list in § 52.1335(a):

§ 52.1335 Compllance schedules.
(a) * * *

Final
Source Location Regulation involved Date adopted Effective date compliance

date

Union Electric Company ............... SL Louis 10 CSR 10-5.030 .................. Nov. 22, Immedately.
County. 1978.

10 CSR 10-5.090 ....................
Meramec Power Plant:

Units "and 2 ........................... ...... do .......... L . .................................. ....... ......... . ....................... May 15,1981
Units 3 and 4 ................................ do ................. ... ..................... Nov. 30, 1981

IFR.Doc. 80-3392 Filed 10-30-. 8:45 aml
.ILLING CODE 6560-38-M

40 CFR Part 52

[A-r8-FRL 1645-61

Approval and Promulgation of State
Implementation Plans; Colorado

AGENCY: Environmental Protection
Agency.

ACTION: Final rule; correction.

SUMMARY: The purpose of this notice is
to make minor corrections to final
rulemaking actions on plans required in-
Colorado nonattainment areas
published for Colorado on July 16, 1980,
(45 FR 47682) August 1, 1980, (45 FR

51199) and August 11, 1980, (45 FR
53147).
EFFECTIVE DATE: The effective date of
this rulemaking is October 31, 1980.
ADDRESSES: Copies of the SIP revisions
and an EPA evaluation of the revisions
will be available at the EPA Offices
listed below:
Environmental Protection Agency, Air
,Programs Branch, Region VIII, Suite

200,1860 Lincoln Street, Denver,
Colorado 80295.

Environmental Protection Agency,
Public Information Reference Unit,
Room 2922 (EPA Library), Mail Code
PM-213, 401 M Street, S.W.,
Washington, D.C. 20460.

FOR FURTHER INFORMATION CONTACT:
Eliot Cooper, Technical Advisor,
Planning & Operations Section, Region
VIII, Environmental Protection Agency,
1860 Lincoln Street, Denver, Colorado
80295, (303) 837-3711.
SUPPLEMENTARY INFORMATION: In our
August 1, 1980, final rulemaking for
Colorado, Title 40, Part 52 of the Code of
Federal Regulations (CFR) was amended
to add in 52.320, paragraph (c)(18), This
paragraph is hereby changed to (c)(10)
since paragraph (c)(18) had been added
previously (45 FR 77682). In our August
11, 1980, final rulemaking, the CFR was
amended to add paragraph (c)(19). This
paragraph is hereby changed to (c)(20),

In our July 16 and August 1, 1980, final
rulemakings, § § 52.327 and 52.328 were
revised incorrectly. These sections are
hereby corrected to read as follows:

1. Section 52.327 is revised as follows;

§ 52.327, Control strategy: Ozone.
(a) Part D Conditional Approval-The

Denver Plan is approved provided that
the following conditions are satisfied:

(1) The plan provides for
implementation of reasonably available
control technology on existing sources
of volatile organic compounds. EPA's
conditional approval of Regulation 7 Is
based upon the State meeting the
following schedule:
January 10, 1980-Notice of public

hearing and draft regulations
submitted to EPA

March 1,3, 1980-Public Hearing
April 10, 1980-Adopt new regulation

and submit to EPA
(2) Regulation 3 is revised by March 1,

1980, so that it is consistent with Section
173 of the Act.

(3) Section 172(b)(11)(A) programs are
adopted by March 1, 1980.,

(b) [Reserved]
2. Section 52.328 is revised as follows:
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§ 52.328 Control strategy. Carbon
monoxide.

Part D Conditional Approval-the
Denver, Colorado Springs, and Larimer-
Weld plans are approved provided that
a Section 172(b)(11](A) program is
adopted by March 1,1980.

This rulemaking action is issued under
the authority of Section 110 (42 U.S.C.
7410) of the Clean Air Act as amended.

Dated: October 14,1980.
Gene A. Lucero,
Acting RegionalAdministrator.
IFR Doc. 80-33M Filed 10-30-f0 &45 aml

BILLING CODE 6560-38-

40 CFR Part 52
[A-4 FRL 1613-21

Approval and Promulgation of
Implementation Plans; Alabama, Plan
Revision

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: Alabama has revised its air
pollution control regulations by revoking
the provisions for the preconstruction
review of complex sources-parking
facilities, roads, and airports. These are
also known as "indirect" sources since
they may indirectly incrdase emissions
by causing increased motor vehicle
traffic where they are built. EPA today
is approving this revision.
DATE: This rule is effective December 1,
1980.
ADDRESSES: The Alabama submittal
may be examined during normal
business hours at the following EPA
Offices:
Public Information Reference Unit.

Library Systems Branch,
Environmental Protection Agency, 401
M Street, SW, Washington, D.C. 20460

Library, Environmental Protection
Agency, Region IV, 345 Courtland
Street, N.E., Atlanta, Georgia 30365
In addition, the Alabama revisions

may be examined at the offices of the
Division of Air Pollution Control,
Alabama Air Pollution Control
Commission, 645 South McDonough
Street, Montgomery, Alabama 36104.
FOR FURTHER INFORMATION CONTACT
Mr. Jerry Preston, EPA Region IV. Air
Programs Branch, 345 Courtland Street,
Atlanta, Georgia 30365,404/881-3286 or
FTS 257-3286.
SUPPLEMENTARY INFORMATION: Pursuant
to the decision by the District of
Columbia Circuit Court of Appeals in
NRDC v. EPA, 475 F. 2d 968 (D.C. Cir.
1973), the Agency on June 18,1973 (38 FR

15834) promulgated changes in 40 CFR
51.18 requiring State Implementation
Plans to provide for preconstruction
review of indirect sources of air
pollution. Alabama was one of the few
States to respond within the deadline
set by EPA for the submittal of an
indirect source plan. The Alabama plan,
set forth as Chapter 10 of the State's air
pollution control regulations, was
approved by the Administrator, except
for inadequate provisions for public
comments, on February 25,1974 (39 FR
7270]. Also at that time, a Federal
regulation was promulgated for States
which had failed to submit an
acceptable indirect source plan.

These Federal regulations have never
been implemented and were suspended
indefinitely in 1975. See 40 CFR 52.2Z
(b)(16)(1978). Consequently. Alabama
has never implemented its own indirect
source regulations and EPA has not
enforced those Alabaina regulations.
The State believed that these
regulations of the Clean Air Act
(concerning the State attainment
strategy for nonattainment areas) could
be met for vehicle related pollutants by
more effective and reliable means.
Therefore, on November 27,1978,
Alabama revoked its indirect (complex)
source regulations, following public
notice in conformity with 40 CFR 51.4.
This change was submitted to EPA's
Region IV office as a proposed
implementation plan revision on
December 6. 1978.

In the Federal Register of March 15.
1979 (44 FR 15741), EPA announced the
revision as proposed ruemaking and
solicited public comment on it. One
comment was received, supporting the
Agency's proposal to approve the
revision. In the notice of proposed
rulemaking, the Agency stated that it
proposed to approve the Alabama
revision on the grounds that it is
authorized by Section 110 (a)(5) of the
Clean Air Act; that Alabama is
proceeding to revise its SIP to provide
for the attainment and maintenance of
the National Ambient Air Quality
Standards for ozone as required by Part
D of Title I of the Act; and that in all
other respects the State's ozone plan
meets the requirements of Section 110(a)
of the Act.

On April 3,1979. the Alabama Air
Pollution Control Commission officially
adopted implementation plan revisions
designed to assure the attainment of the
National Ambient Air Quality Standards
for ozone in the five counties officially
designated in 40 CFR Part 81 as
nonattainment for that pollutant. An
advance copy of the rev;sions was
submitted to EPA on April 5, 1979. This

contains a control strategy
demonstration that the ozone standards
will be met by December 1982 through
the Federal Motor Vehicle Control
Program (FMVCP) and newly adopted
regulations representing RACT for
stationary sources of volatile organic
compounds. There are no nonattainment
areas for CO or NO2 (the other motor
vehicle-related pollutants for which
there are national ambient standards) in
Alabama. Recently, the case of
Manchester Environmental Coalition v.
United States Environmental Protection
Agency, 612 F. 2d 56 (2d Cir. 1979). was
decided. That case involved EPA
approval of a State's request to revoke
its indirect source review program
which was part of the State
Implementation Plan (SIP). The Court
held that before deciding whether to
approve such a revocation EPA must
consider whether revocation would
render the SIP inadequate to attain and
maintain the national ambient air
quality standards.

EPA proposed approval of the Part D
plan for attaining the ozone standard in
Alabama on July 19, 1979 (44 FR 42242).
The strategies for attaining the ozone
standard were found to represent
reasonable further progress toward
attainment and to meet the other
requirements under Part D. As
mentioned, the only public comment
submitted was in favor of EPA's
proposed approval and this action was
finalized on November 26,1979 (44 FR
67375).

Since EPA has approved the Part D
plan for attainment of the ozone
standard, use of a additional strateg, of
indirect source review is not needed to
meet attainment requirements of the
Clean Air Act. EPA concludes that
revocation would not render the SIP
inadequate to attain those standards.

The second inquiry is whether
revocation would render the SIP
inadequate to maintain air quality
standards. At the outset, it must be
recognized that indirect source reviaw is
no longer one of the requisite elements
of SIPs in general, under 40 CFR 51.11
(a) (1978). (See 44 FR 15741 [Mar. 15.
19791 and Manchester Environmental
Coalition, cited earlier in this notice.)
Also, the only public comment
submitted was in favor of EPA's
proposed approval and this action was
finalized on November 26.1979 (44 FR
67375).

Since EPA has approved the Part D
plan for attainment of the ozone
standard, use of an additional strategy
of indirect source review is not needed
to meet attainment requirements of the
Clean Air Act. EPA concludes that
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revocation would not render the SIP
inadequate to attain those standards.

The second inquiry is whether
revocation would render the SIP
inadequate to maintain air quality
standards. At the outset, it must be
recognized that indirect source review i
no longer one 'of the requisite elements
of SiPs in general, under 40 CFR
51.11(a)(1978). (See 44 FR 15741 [Mar. 15
19791 and Manchester Environmental
Coalition, cited earlier in this notice.)
Also, the Alabama-indirect source
review regulations have never been
implemented, either by the State or EPA
Therefore, revocation of those
regulations cannot adversely affect
present maintenance of air quality
standards. Moreover, the prevention of
significant deterioration (PSD,
requirements of Part C of the 1977
Amendments to the Clean Air Act will
help maintain air quality standards
through review of new direct sources.
For the foregoing reasons, EPA
concludes that revocation-of the indirecl
source regulations would not render the
Alabama SIP inadequate to maintain
national ambient air quality standards.

In the Federal Register of April 1, 198C
(45 FR 21290), EPA arnounced the
revision as reproposed rulemaking and
solicited public comment on it. No
additional comments were received.
From the previous explanation, EPA
concludes that revocation of the indireci
source review would not render the
Alabama SIP inadequate to attain and
maintain national ambient standards.
On this basis, EPA approves the
revocation.
(Sec. 110(a), Clean Air Act (42 U.S.C. 7410(a)]

Dated: October 27, 1980.
Douglas M. Costle,
Administrator.

Part 52 of Chapter I, Title 40, Code of
Federal Regulations, is amended as
follows:

Subpart B-Alabama

1. In § 52.50, paragraph (c) is amendec
by adding subparagraph (24) as follows:

§ 52.50 Identification of plan.

(c) The plan revisions listed below
were submitted on the dates specified..

(24) Revision to the State
Implementation Plan to delete the
indirect source regulations submitted by
the Alabama Air Pollution Control -
Commission on December 12,1978.

§ 52.56 [Revoked]
iFR Doc. 80-33989 Filed 10-30-80 8:45 AJni

BILLING CODE 6560-38-M

40 CFR Part 52

[A-2 FRL 1626-2]

Approval and Promulgation of
Implementation Plans; Revision to the
New Jersey State Implementation Plan

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: On-March 11, 1980 (45 FR
15531), the Environmental Protection
Agency (EPA) promulgated conditional
approval of the New Jersey State -
Implementation Plan (SIP) with regard
to its ability to meet the requirements of
Part D of the Clean Air Act, as amended.
This conditional approval identified,
among other corrective actions
necessary, the need to submit to EPA:
(1) an acceptable description of the *

t State's transportation planning process
highlighting those changes addressing
air quality planning concerns and
applicable SIP commitments, (2) a"
summary of the manpower and financial
resources at the State, local and regional
levels which are being committed to
ensure a coordinated effort in
transpdrtation-air quality planning,.and
(3) a description of the comprehensiVe
and systematic program which will be
used for the selection of needed
transportation control measures.

This notice advises the public that
these conditions have been fulfilled
through submission of the required
documentation under cover of an April
22, 1980 letter from the State. EPA
proposed approval of this submission on
June 24,1980 (45 FR 42335) and is now
taking action to finalize this proposal.
EPA is also incorporating the provisions
of the State's submission into the
approved SIP, and is revoking the
applicable conditions on its approval of
the plan. Until all conditions are met
conditional approval of the SIP will
continue.
EFFECTIVE DATE: This action is made
effective October 31, 1980, inasmuch as
it provides no additional burden upon
any affected party. Under Section'
307(b) (1) of the Clean Air Act, judicial
review of this action is available only by
the filing of a petition of review in the
United States Court of Appeals for the
appropriate circuit on or before
December 30, 1980. Under Section
307(b)(2) of the Clean Air Act, the
requirements which are the subject of
today's notice may not be challenged-
later in civil or criminal proceedings

brought by EPA to enforce these
requirements.
ADDRESS: Copies of the State's
submission are available for inspection
at the following addresses:
Environmental'Protection Agency, Air

Programs Branch, Region II Office, 20
Federal Plaza-Room 1005, New York,
New York 10278.

Environmental Protection Agency,
Public Information Reference Unit, 401
M Street, SW., Washington, D.C.
20460

The Office of the Federal Register, 1100
L Street, NW., Room 8401,
Washington, D.C. 20408

FOR FURTHER INFORMATION CONTACT'
William S. Baker, Chief, Air Programs
Branch, Environmental Protection
Agency, Region II Office, 26 Federal
Plaza-Room 1005, New York, New
York 10278, (212) 264-2517,
SUPPLEMENTARY INFORMATION:

On March 11, 1980, at 45 FR15531, the
Environmental Protection Agency (EPA)
promulgated conditional approval of the.
New Jersey State Implementation Plan
(SIP) with regard to its ability to meet
the requirements of Part D of the Clean
Air Act, as amended. Today's notice
discusses three conditions of EPA's
approval of the plan. These required the
State to submit to EPA by April 1, 1980:

1. An acceptable description of its
transportation planning process which
highlights those changes made to the
existing process to integrate air quality
planning concerns and address
applicable SIP commitments.

2. A summary of manpower and
financial resources at the State, local
and regional levels which are being
devoted to ensure a coordinated effort
in transportation-air quality planning.

3. A description of the comprehensive
and systematic program which will be
used for the selection of needed
transportation control measuies.

In response to these requirements, on
April 22, 1980, the Commissioners of the
New Jersey Department of
Transportation and Environmenthl
Protection jointly submitted to EPA
documents entitled, "The Transportation
Planning Process in New Jersey,"
"Summary of Financial Resources For
Transportation-Air Quality Planning,"
and "Program for Selection of Needed
Transportation Control Measures, April
1980."

EPA promulgated proposed approval
of this submission in the June 24, 1980,
Federal Register at 45 FR 42335. The
reader is referred to this Federal
Register notice for a detailed discussion
of EPA's findings.

During the 60-day comment period
following publication of its June 24, 1980,
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notice, EPA received one formal
comment concerning the State's
submission. In an August 18, 1980, letter
the Region I Office of the Federal
Highway Administration indicated that
the criteria ultimately developed for
determining consistency and conformity
with the SIP should be guided by a June
12.1980. United States Department of
Transportation-EPA agreement entitled,
"Procedures for Conformance of
Transportation Plans, Programs and
Projects with Clean Air Act State
Implementation Plans." This agreement
states the principles used by the United
States Department of Transportation for
determining conformance of
transportation plans andprograms with
the SIP. EPA concurs with this comment
and will encourage the metropolitan
planning organizations in New Jersey to
consult the guidelines in their
development of consistency and
conformity criteria.

Based on its review of the submitted
documents, the comment received, and
discussions with affected agencies EPA
finds that the subject conditions on its
approval of the New Jersey SIP have
been fully met. Therefore, EPA is
incorporating the State's submission into
the SIP and revoking the applicable
conditions. Furthermore, this action
serves to continue EPA's conditional
approval since two unfulfilled
conditions remain.

Under Executive Order 12044, EPA is
required to judge whether a regulation is
"significant" and therefore subject to the
procedural requirements of the Order or
whether it may follow other specialized
development procedures. EPA labels
these other regulations "specialized." I
have reviewed this regulation and
determined that it is a specialized
regulation not subject to the procedural
requirements of Executive Order 12044.

Dated: October 23,1980.
(Sections 110,172, and 301 of the Clean Air
Act, as amended (42 U.S.C. 7410,7502, and
7601])

Note--Incorporation by reference of the
State Implementation Plan for the State of
New Jersey was approved by the Director of
the Federal Register on July 1.1980.
Douglas M. Costle.
Administrator, EnvironmentalProtection
Agency.

Title 40, Chapter I, Subchapter C.
Code of Federal Regulations is amended
as follows:

Subpart FF-New Jersey

1. Section 52.1570 is amended by
adding a new paragraph (c)(26) as
follows:

§52.1570 Identification of p4an.

(c)
(26) A supplementary submittal, dated

April 22, 1980, from the New Jersey
Department of Environmental Protection
and the New Jersey Department of
Transportation consisting of three
documents entitled "The Transportation
Planning Process in New Jersey."
"Summary of Financial Resources for
Transportation-Air Quality Planning,"
and "Program for Selection of Needed
Transportation Control Measures. April
1980."

§52.1581 [Amended]
2. Section 52.1581 is amended by

revoking and reserving paragraph (b) in
its entirety.
IFR Doc. X-3403- Fdd 113-30,-. a 4S am]

Bii.NG cOO Eso-3-M

40 CFR Part 52

[A-4-FRL 1649-21

Approval and Promulgation of
Implementation Plans; Kentucky.
Approval of 1979 Sulfur Dioxide
Revisions

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: EPA today announces its
approval of the State Implementation
Plan (SIP) revisions which the Kentucky
Department for Natural Resources and
Environmental Protection submitted
pursuant to the requirements of Part D
of Title I of the Clean Air Act, as
amended in 1977, for sulfur dioxide
(SOs) nonattainment areas. EPA's
approval is given on condition that
certain deficiencies be corrected by July
1. 1981. If the deficiencies are not
corrected by July 1, 1981, EPA will then
disapprove the affected portions of the
revisions. Other deficiencies in the SIP
are removed through EPA disapproval
action.
DATE: These actions are effective
October 31, 1980.
ADDRESSES: Copies of the materials
submitted by Kentucky and comments
received in response to the proposal
notice of November 15. 1979 (44 FR
65781), may be examined during normal
business hours at the following
locations:
Public Information Reference Unit,

Library Systems Branch,
Environmental Protection Agency, 401
M Street, SW., Washington, D.C.
20460;

Library, Environmental Protection
Agency, Region IV, 345 Courtland
Street. NE., Atlanta, Georgia 30365.

FOR FURTHER INFORMATION CONTACT.
Barry Gilbert, EPA, Region IV, Air
Programs Branch, 345 Courtland Street,
NE.. Atlanta, Georgia 30365.4041881-
3286 or FTS 257-3286.
SUPPLEMENTAL INFORMATION:

Background

In the March 3,1978, Federal Register
(43 FR 8962 at 897) the areas listed
below were designated as not attaining
the national primary (P) or secondary
(S) ambient air quality standards
(NAAQS) for sulfur dioxide. The
designation of the Boyd County area
was revised on November 2 1979 (44 FR
63104).

A. That portion of Boyd County south
of UTM northing line 4251 km (P).

B. That portion of Daviess Co. in
Owensboro (P&S).

C. Greenup County (P&S).
D. That portion of Henderson Co. in

Henderson (P).
E. Jefferson County (P&S).
F. McCracken County (P).
G. Muhlenberg County (P&S).
H. Webster County (P&S).
Greenup County was designated

nonattainment for the primary and
secondary sulfur dioxide NAAQS
because of the noncompliance of a
sulfuric acid plant belonging to E. 1. du
Pont de Nemours and Co. On August 31,
1978, the source was certified to be in
compliance. The Commonwealth of
Kentucky requested that the area be
redesignated attainment and this was
done on July 18, 1979 (44 FR 41782). Also,
the State recently submitted air quality
data showing the Owensboro and
Henderson areas to be attainment and
requested redesignation to attainment.
this will be dealt with in a separate
Federal Register notice.

The Kentucky revisions have been
reviewed by EPA in light of the Clean
Air Act (CAA], EPA regulations, and
additional guidance materials. The
criteria utilized in this review were
detailed in the Federal Register on April
4,1979 (44 FR 20372). and need not be
repeated in detail here. Supplements to
the April 4 notice were published on July
21979 (44 FR 38583). August 28,1979 (44
FR 50371), September 17,1979 (44 FR
53716]. and November 23,1979 (44 FR
67182]; these involve, among other
things, conditional approval. EPA is
conditionally approving the revisions
since the deficiencies are minor and the
Commonwealth has provided assurance
that it will submit corrections by the July
1981 deadline specified.

A discussion of conditional approval
and its practical effect appears in
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supplements to the General Preamble, 44
FR 38583, (July 2,1979) and November 23,
1979 (44 FR 67182). The conditional
approval requires the Commonwealth to
submit additional materials by the
deadline specified in today's hotice.
EPA will follow the procedures _
described below when determining if
the Commonwealth has satisfied the
conditions.

1. If the Commonwealth submits the
required additional documentation
according to schedule, EPA will publish
a notice in the Federal Register
announcing receipt of the material. The
notice of receipt will also announce that
the conditional approval is continued
pending EPA's final action on the
submission.

2. EPA will evaluate the
Commonwealth's submission to
determine if the condition is fully met.
After review is complete, a Federal
Register notice will be published
proposing or taking final action either to
find the condition has been met and
approve the plan, or to find the
condition has not been met,-withdraw
the conditional approval and disapprove
the plan. If the planJs disapproved the

'Section 110(a)(2)(I) restrictions on
construction will be in effect.

3. If the Commonwealth fails to
submit in a timely manner the required
materials needed to meet a condition,',
EPA will publish a Federal Register
notice shortly after the expiration of the
time limit for submission. The notice
will announce that the conditional
approval is withdrawn, the 'SIP is
disapproved and Section 110(a](2)(I)
restrictions on growth are in effect.

A conditional approval will mean that
the restrictions on new major -source
construction will not apply, unless the
Commonwealth fails-to submit the
necessary SIP revisions by the
scheduled dates, or unless the revisions
are not approved by EPA.

In addition to th.e implementation plan
ievisions for the nonattainment areas
required under Part D of Title I of the
Clean Air Act (CAA), the
Commonwealth's,submittal contains
changes related to other portions of the
CAA, including changes in the New
Source Performance Standard (NSPS)
regulations, regulations concerning
prevention of significant deterioration,
and other emission standards. These
topics will be dealtwith in a separate
Federal Register notice.

General'Discussion
Section 172(b) of the Clean Air Act

'(CAA) contains the requirements for,
nonattainrifient State Implementation
Plans. These were listed in the proposal
notice togethdr with a discussion of the

contents and adequacies of the
Kentucky submittals. The reader may
consult that noticeJf44 FR 65781,
-November 15, 1979) for any details not
provided in the present notice as to how
the Kentucky submittal satisfies the
requirements of Section 172. Also, the
notice of January 25, 1980 (45 FR 6092),
conditionally approving the Kentucky
1979 ozone plan, approved regulations
which apply to all air pollution sources

* and thus involve the sulfur oxide control
strategy as well.

The plan provides for reasonable
'further progress (RFP) towards attaining
and maintaining the NAAQS. RFP for
sulfur dioxide nonattainment areas
includes reductions in emissions to
attain the primary and secondary
NAAQS on or beforg December 31,1982,,
except for.Jefferson County, which has
an attainment date of January 1, 1985
(see the discussion of Sulfur Dioxide-'
Jefferson County included below).

Sulfur Dioxide
Boyd County: The entire county was

originally designatednonattainment for
the primary sulfur dioxide NAAQS.
Pursuant to the Commonwealth's
request, EPA on November 2,1979 (44-
FR 63104), modified the geographic area
to include as nonattainment only the
area around the Ashland Oil Plant
(Boyd County south of UTM Northing
Line 4251 kin). Recent ambient
monitoring indicates the area is also not
attaining the'secondary NAAQS. The
control strategy demonstrates that the
short term and annual emission
limitations recently adopted for Class
VA countins will attain the primary and
secondary NAAQS. An ambient and
meteorological monitoring study was
conducted to evaluate the diffusion
model's validity in the complex terrainl
around the Ashland- Oil facility. The
contrhctor's report for the study is the
basis of the control strategy .
demonstration. A major portion of the
emission reductions will come from
Ashland Oil while the remainder-will
come from other major sources in
southern Boyd County. All sources
subject to more stringent or new

- emission limits shall demonstrate
compliance as expeditiously as
practicable but in no case laterthan
December 31, 1982.

EPA conditionally approves this
portion of the SIP because of the
deficiencies-listed below:

1. Regulation 401 KAR 61:015, Existing
Indirect Heat Exchangers, states in
Section 5C4), Standard for Sulfur
Dioxide, "In counties classified as VA
with respect to sulfur dioxide, for
sources having total heat inl:ut greater
than fifteen hundred million BTU per

hour (1500 MMBTU/hr.) as determined
by Section 3(1) of this regulation, no
owner or operator shall allow the
annual, average sulfur dioxide emission
rate from all existing and new afficted
facilities combined at the source 'to
exceed 0.60 pounds per million BTU."
This regulation (applicable to Ashland
Oil) is unenforceable because there is no
method specified for continually
determining compliance with this annual
average emission limit. The usual
method of determining compliance by
stack test may not be practical since
there are over 50 affected emission
points at Ashland Oil and since it is an
annual, not a short-term, limit.
Therefore, the method-of determining
the compliance status of the oil/gas-
fired units must be clearly specified and
should address the frequency of oil
sample collections and analyses, the
locations of sample collection points, the
analytical techniques which are
acceptable, the acceptable method for
monitoring fuel consumption, and the
reporting frequency.

The regulation implies that
compliance determination will be made
on the basis of a single annual averaging
period. If the time averaging basis is
consecutive blocks of 385-day periods,
there is no way of knowing whether the
plant is continually in compliance with
this annual average limit.

A moving 305 day averaging period
which is recalculated each day would
enable the plant to demonstrate on a
daily basis its compliance status in
regard to this annual limit.

2. A legally enforceable compliance
schedule with increments of progress
must be a part of the SIP (See General
Sulfur Dioxide Conclusions).

3. The plan's provisions for ambient
monitoring around the Ashland Oil
complex must include a starting date,
specify the duration of the program and
require the use of the Federal equivalent
method. EPA considers the monitoring
to be an essential feature of the control
strategy and thus an enforceable
obligation upon the State.

This conditional approval.of the Boyd
County SO 2 control strategy is in effect a
revocation of the disapproval action of
May 10, 1976 (41 FR 19105).

City of Owensboro: This
nonattainment area is located within
Daviess County and is designated
nonattainment for the primary and
secondary sulfur dioxide NAAQS. The
control strategy demonstrates through
modeling that the existing emission
limitations will assure attainment of the
NAAQS. The nonattainment designation

- is based upon the n6ncompliance of
Owensboro Municipal Utility Elmer
Smith power plant. The source was
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following Federal Administrative Order
- AO-77-Z35(a) and the plant
demonstrated compliance with the
applicable SO2 emission limit on March
1, 197& Recent air quality data shows
attainment, and the Commonwealth has
requested redesignation. EPA will
propose redesignation to attainment in a
separate notice.

City of Henderson: This
nonattainment area is located within
Henderson County and is designated
nonattainment for the primary NAAQS
for sulfur dioxide. Measured violations
due to noncompliance of Henderson
Municipal Power and Light were
previously recorded.

Since the plant came into compliance
during 1977, the ambient monitor has
measured acceptable levels. No revision
to the control strategy was necessary.
The Commonwealth has requested this
area be redesignated attainment and
EPA is preparing a separate Federal
Register proposal notice to address this
issue.

Jefferson County: The Louisville area
is nonattainment for the primary and
secondary sulfur dioxide NAAQS.
Ambient monitoring has shown and
diffusion modeling predicts violations of
the NAAQS due to emissions from
power plants and to a lesser degree from
area sources. The control strategy
demonstration shows that when all
sources are in compliance with the
present emission limits the NAAQS will
be attained.

The three power plants owned by
Louisville Gas and Electric Company in
Jefferson County are-subject to Federal
Administrative/Agreed Orders 75-
138(a), issued on November 5,1975, and
76-21(a), issued on February 26, 1976,
which specify final compliance for all
units prior to December 31, 1962, except
for Paddy's Run Unit 5 and Cane Run
Units 1, 2, and 3, which must achieve
final compliance by July 1, 1983, and
January 1, 1985, respectively.

The Clean Air Act specifies December
31, 1982, as the date for attainment of
the primary NAAQS. However, Section
113(d)(12) specifically provides that
orders of the type issued to Louisville
Gas and Electric, remain in effect
beyond this date. Since attainment for
Jefferson County requires'compliance
with these orfers by Louisville Gas and
Electric attainment will not be reached
in Jefferson County until January 1,1985.
EPA has determined that no source
other than Louisville Gas and Electric is
subject to this provision ofSection
113(d)(12). Therefore, there should be no
other attainment extensions on this
basis. The existence of the Louisville
Gas and Electric orders does not extend
the required attainment date for all of

Jefferson County. All other sources in
the County are required to be in
compliance with the SIP at the present
time and are expected to remain in,
compliance. The 1985 date relates only
to the Section 113(d)(12) orders issued to
Louisville Gas and Electric.

McCracken County: This area is
designated nonattainment for the
primary sulfur dioxide NAAQS. The
control strategy demonstrates that the
Shawnee TVA power plant caused the
recorded ambient violations. The
NAAQS will be attained when the
source comes into compliance with the
existing emission limitation which the
control strategy shows to be adequate.
Section 8(2)(a) of regulation 401 KAR
61:015 allows the TVA Shawnee power
plant until October 1.1981, to achieve
compliance. The source was previously
required to be in compliance by July 1.
1977, with the emission limits in the
presently approved SIP. Since the source
is not being made subject to stricter
emission limits, this portion of the
regulation is disapproved. This
disapproval, in effect, removes Section
8(2)(a) from the SIP, thereby enabling
the part of the SIP applicable to
McCracken County to be approved. As a
result, Section 110(a)(2)(1) of the CAA
will not apply. The Commonwealth may
correct this deficiency by removing
Section 8(2)(a) from regulation 401 KAR
61:015.

Muhlenberg County: This area is
designated nonattainment for the
primary and secondary sulfur dioxide
NAAQS due to noncompliance of two
power plants. The control strategy
demonstrates by diffusion modeling that
the proposed more stringent emission
limits for the power plants are adequate
to assure attainment of the NAAQS.
TVA's Paradise power plant is
scheduled to achieve compliance by
September 1. 1982. Kentucky Utilities'
Green River power plant was also
subject to an established compliance
schedule for achieving final compliance
on March 1,1980, and is now in
compliance. EPA approves the
compliance schedules for these two
plants, contained in regulation 401 KAR
61:015, Section 8.

Webster County: This area is
designated nonattainment for the
primary and secondary sulfur dioxide
NAAQS. The control strategy
demonstrates through modeling that the
existing emission limitations (which
were not revised) are adequate. The
area was designated nonattainment
because the Big Rivers Electric
Corporation-Reid Station power plant
was out of compliance. The source is
following Federal Administrative/

Agreed Orders AO 77-251(a) and 77-
252(a) and AO 77-1580-003 and 77-
4020-4)001 which specify final
compliance by January 1, 190. This
compliance schedule was not submitted
as part of the plan, but is enforceable by
EPA. It cannot be approved as part of
the SIP since the source is not being
made subject to stricter emission limits.

General Sulfur Dioxide Conclusions
EPA disapproves a portion of the plan

for all SOz nonattainment areas due to
the following deficiency. Regulation 401
KAR 61:015. Existing Indirect Heat
Exchangers, at paragraph (2J(d) of
Section 8, Compliance Timetable,
requires sources in nonattainment areas
to demonstrate compliance. .. "as
expeditiously as practicable but in no
case later than December 31,1982"'.

However, only sources which are
subject to a more stringent emission
limit due to this SIP revision may be
allowed time to attain compliance.
Section 8(2)[d), as now written allows
sources which are not subject to more
strict emission limits to have additional
time to achieve compliance. EPA
disapproves this portion of the plan as it
relates to compliance schedules for
sources in the latter category. This
disapproval, in effect, removes that
unapprovable portion of Section 8(2)(d)
from the SIP, thereby enabling the
affected part of the SIP to be approved.
As a result, Section 110(a](2)(I) of the
CAA will not apply. The
Commonwealth may remove this
deficiency by modifying Section 8(2](d]
so that it applies only to sources being
made subject to stricter emission limits.

EPA conditionally approves the
portion of the SIP relating to regulation
401 KAR 61:015, Section 8(2](d), as it
applies to any SOz source in a
nonattainment area which is subject to a
more stringent emission limit. The
approval is conditional since there are
no increments of progress in the
compliance schedule. The
Commonwealth may correct the
deficiency by modifying the regulation
so that sources being made subject to
stricter emission limits have compliance
schedules which include increments of
progress.
Public Comments

Numerous comments have been
received in response to the notice of
proposed rulemaking on the Kentucky
revisions which appeared in the Federal
Register on November 15, 1979 (44 FR
65781]. EPA responded to comments
related to the ozone control strategy in
the notice of conditional approval which
appeared on January 25,1980 (45 FR
6092); a response was also given in this
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notice to a number of comments which
were'applicable to all the 1979 State
implementation revisions. Comments on
the particulate revisions are being dealt
with in a separate notice which is.being
prepared for the purpose of reproposing
action on these portions.of the Kentucky
Part D submittal; this notice will also
respond to a number of comments which
apply to the K~ntucky revisions

* generally. Today's notice will respond
only to coniments which relate solely to
the sulfur dioxide revisions.

Commentk A commenter has .
expressed the opinion that the
compliance schedule for meeting the
new SO2 emission limit of 3.1 lbs./10 6

BTU for the Tennessee Valley
Authority's Paradise plant is in violation
of the previous 5.2 lbs./106 BTU limit. In
other words, the objection is that
Paradise should not be given an
extension of the original July 1, 1977
compliance deadline for taking steps
necessary to comply with the previous
5.2 lb. limit.

Response: This commenter
misconstrues the nature of this agency's
approval action for the Paradise SO2
compliance schedule. This approval of
the new Paradise schedule does not
supplant the compliance chedule *
designed to meet the original 5.2 lbs.
limit but is rather an appendage to it. It
should also be emphasized that the new
Paradise SO2 compliance schedule as
submitted by Kentucky reflects the
schedule incorporated into a proposed
consent decree in a pending civil action
in United'States District Court in
Nashville, Tennessee. This proposed
consent decree was negotiated in good
faith by EPA, TVA, the Commonwealth
of Kentucky and various public interest
organizations in order to bring TVA into
compliance with the Clean Air Act. The
resultant 3.1 lbs. limit was based on a

-modeling effort conducted during the
course of that litigation which
demonstrated that the then existing 5.2
lbs. limit was insufficient to protect
National Ambient Air Quality
Standards. Failure by TVA to adhere to
the new compliance schedule designed
to meet that new 3.1 lbs. limit would
constitute violation of not only the
consent decree but also the state
implementation plan itself as modified
by the new appended compliance
schedule.

Comment: Conversely, several
commenters have objected to the
disapproval of the compliance schedule
extending the final compliance date for
the extant 1.2 lbs./106 BTU S02 limit for
TVA's Shawnee Steam Plant.

Response: Nothing in the Clean Air
Act authorizes the extension of a final
compliance date for a source in

violation of a previous SIP emission
limit except the delayed compliance
order provisions of Section 113(d), 42
U.S.C. § 7413(d). Those provisions were
not applicable in this case because nd
such delayed compliance order was ever
issued. In this case, the 1.2 lbs. emission
limit has been in effect since 1972 and
has not been made more stringent by
this plan' revision. Therefore, there is no
legal basis for extending the time for
compliance for this unchanged emission
limit. Disapproval of the compliance
schedule for Shawnee as part of the
Kentucky implementation plan in no
way detracts from the legal efficacy of
that schedule as incorporated into the
proposed consent decree now pending
in United States District Court in
Nashville, Tennessee. Failure to adhere
to that compliance schedule would
nonetheless constitute violation of that
consent decree.

Comment: One commenter objects to
the diiapproval of the Shawnee SO2
compliance schedule on the specific
ground that it could result in the
payment by TVA of large
noncompliance penalties under Section
120 of the CAA.

Response: Such penalties could be
imposed tinder 1he regulations
promulgated by the Agency to
implement Section 120 (45 FR 50086, July
28,1980). The Shawnee facility is not
being subjected to any new or more
stringent SO2 emission limitations than
were contained in the original SIP. The
General Preamble of April 4,1979 makes
it clear that existing SIP requirements
cannot be set aside by Part D revisions
(44 FR 20374, note 12).

Comment Another commenter has
objected to the 3.1 lbs/10 BTU SO2 limit
for TVA's Paradise Plant as being more
stringent than necessary to protect,
National Ambient Air Quality
Standards.

Response: Section 116 of the Clean Air
Act, 42 U.S.C. § 7416, does not p~rmit
EPA to disapprove a state-submitted
.plan revision on the basis of excessive
stringency. This was affirmed by the
United States Supreme Court in Union
Electric Company v. EPA, 427 U.S, 246
(1976), which held that EPA could not
disapprove a state implementation plan-
-as long as the plan was adequate to
attain and maintain National Ambient
Air Quality Standards.

Comnfent. That same commenter
contended that there should have been
notice to the public by the
Commonwealth of Kentucky that such
limit was overly stringent.

Response: EPA's evaluation of
available disj~ersion modeling indicated
that this emission limit is not overly
stringent. TVA voluntarily agreed to

meet such limit as part of the settlement
of the civil enforcement litigation in
United States District Court in
Nashville, Tennessee. These
proceedings were a matter of public
record. Irrespective of these facts,
nothing in the Clean Air Act requires
such a notice.

Comment: Another commenter feels
the use of continuous ambient SO2
monitors is technically impractical.

Response: Since most State and local
air pollution control agencies and many
existing industries have been using
continuous ambient SO2 monitors for
several years, EPA believes a source •
can practicably and reliably monitor
continuously for SO2 .

Comment: The commenter feels that"ambient monitoring is more
appropriately a government function,
especially where previous monitoring
revealed large contributions from other
sources and the sites in question are not
only in another State but another U.S.
EPA Region."

Response: Because of dicrepancies
between modeled and measured values,
and because of uncertainties as to what
actual emissions were during the
previous monitoring study, ambient
monitoring is needed around the
Ashland Oil plan to assure that
standards are met. EPA considers the
monitoring requirement in the control
strategy to be an obligaiton enforcepble
against the State. The requirement for
ambient monitoring is based on Section
110(a)(2)(B), (C), and (F) of the Clean Air
Act. While it is the State's obligation to
ensure that the monitoring progranj is
carried out, the State may require the
source to do the monitoring under State
regulation 401 KAR 50:050.

Response: EPA's evaluation of
available dispersion modeling indicated
that this emission limit is not overly
stringent. TVA voluntarily agreed to
meet such limit as part of the settlement
of the civil enforcement litigation In
United States District Court in
Nashville, Tennessee. These
proceedings were a matter of public
record. Irrespective of these facts,
nothing in the Clean Air Act requires
such a notice.

Comment: The commenter also feels
the use of continuous ambient SO2
monitors is technically impractical.

Response: Since most State and local
air pollution control agencies, many
existing industries, and numerous
industries desiring PSD permits have
been using continuous S02 monitors for
several years, EPA believes a source
can practicably and reliably monitor
continuously for SO.

Comment. The commenter-feels that
"ambient monitoring is more



Federal Register / Vol. 45, No. 213 / Friday. October 31, 1980 / Rules and Regulations

appropriately a government function,
especially where previous monitoring
revealed large contributions from other
sources and the sites in question are not
only in another State but another U.S.
EPA Region."

Response: The previous monitoring
program by the source, as discussed in
the SIP control strategy, circled the
Ashland Oil refinery with monitors
which measured 3 and 24-hour
violations due to the refinery. Ambient
monitoring is a government function, but
can also be a responsibility of the
source, as in the case of application for
a PSD permit or a bubble revision.
Nevertheless, EPA is dropping the
requirement for continuous ambient
monitoring contained in the November
15, 1979, proposal. It is strongly
recommended, however, that such
monitoring be done in the vicinity of the
Ashland Oil complex.

Comment: The commenter (Ashland
Oil) felt that regulation 401 KAR 61:015,
Section 5(4) is enforceable and that
there are demonstrated methods
available for determining emission rates
within the refinery.

Response: EPA's position is that this
regulation (applicable to Ashland Oil) is
unenforceable because there is no
method specified for continually
determining compliance with this annual
average emission limit. The usual
method of determining compliance by
stack test may not be practical since
there are over 50 affected emission
sources at Ashland Oil and since it is an
annual, not a short-term, limit.
Therefore, the method of determining
the compliance status of the oil/gas-
fired units must be clearly specified and
should address the frequency of oil
sample collections and analyses, the
locations of sample collection points, the
analytical techniques which are
acceptable, the acceptable method for
monitoring fuel consumption, and the
reporting frequency.

The regulation implies that
compliance determination will be made
on the basis of a single annual averaging
period. If the time averaging basis is
consecutive blocks of 365-day periods, it
is not possible to determine whether the
plant is continually in compliance with
this annual average limit. A moving
365-day averaging period which is
recalculated each day would enable the
plant to demonstrate on a daily basis its
compliance status in regard to this
annual limit.

Attainment Dates
For a general discussion of this topic,

the reader may consult the notice giving
conditional approval to the ozone plan
(January 25,1980,45 FR 6092). The

present notice affects only the
attainment dates for SO nonattainment
areas: these are adjusted to reflect the
actions taken bere.

Reference should be made to the 1979
edition of Title 40 of the Code of Federal
Regulations (40 CFR 52.926) to determine
the applicable deadline for attainment
under Section 110(a)(2)(A) of the CAA.

Actions

The Administrator conditionally
approves Kentucky's 1979"revision, for
sulfur dioxide nonattainment areas on
the condition that deficiencies noted be
corrected by July 1, 1981. It is EPA's
intent to fully approve these revisions
when the Commonwealth corrects the
deficiencies discussed in this notice. If
these corrections are not forthcoming by
July 1,1981, EPA will act to disapprove
the related plan revisions. This action is
effective immediately. EPA finds good
cause to make this conditional approval
immediately effective, because the
Clean Air Act restricts new construction
where plans are not approved after June
30,1979. Making the conditional
approval immediately effective will
terminate the restriction as soon as
possible; moreover, the revision imposes
no requirement that is not already in
effect at the State level. EPA
disapproves (removes from the plan)
compliance schedules for sources which
are not being made subject to stricter
emission limits. This disapproval, in
effect, removes the unapprovable
portion from the SIP, thereby enabling
the affected part of the SIP to be
approved. As a result, Section
110(a)(2)(I) of the CAA will not apply.

Under Section 307(b)(1) of the Clean
Air Act, judicial review of these actions
is available only by the filing of a
petition for review in the United States
Court of Appeals for the appropriate
circuit within 60 days of today. Under
Section 307(b)[2) of the Clean Air Act,
the requirements which are the subject
of today's notice may not be challenged
later in civil or criminal proceedings
brought by EPA to enforce these
requirements.

Under Executive Order 12044, EPA is
required to judge whether a regulation is
"significant" and therefore subject to the
procedural requirements of the Order or
whether it may follow other specialized
development procedures. EPA labels
these other regulations "specialized." I
have reviewed this regulation and
deternined that it is a specialized
regulation not subject to the procedural
requirements of Executive Order 12044.
(Secs. 110 and 172 of the Clean Air Act (42
U.S.C. 7410 and 7502))

Dated: October 27,1980.
Douglas M. Costle,
Administrator.

Note.-Incorporation by reference of the
State Implementation Plan for the State of
Kentucky was approved by the Director of
the Federal Register on July 1,1980.

Part 52 of Chapter I, Title 40, of the
Code of Federal Regulations is amended
as follows:

Subpart S-Kentucky

1. Section 52.920 is amended by
adding a subparagraph (13] to paragraph
(c) as follows:

§ 52.920 Identification of plan.
* * * * *

(c) The plan revisions listed below
were submitted on the dates
specified. * * *

(13) 1979 revisions for Part D
requirements for sulfur dioxide
nonattainment areas (Boyd. Jefferson,
McCracken. Muhlenberg, and Webster
Counties), submitted on June 29, 1979, by
the Kentucky Department for Natural
Resources and Environmental
Protection.

2. Section 52.923 is revised to read as
follows:

§52.923 Approval status.
(a) With the exceptions set forth in

this subpart, the Administrator approves
Kentucky's plans for the attainment and
maintenance of the national standards
under § 110 of the Clean Air Act.
Furthermore, the Administrator finds the
plans satisfy all requirements of Part D,
Title I, of the Clean Air Act as amended
in 1977, except as noted below. In
addition, continued satisfaction of the
requirements of Part D for the ozone
portion of the SIP depends on the
adoption and submittal of RACT
requirements by July 1,1980 for the
sources covered by CTGs issued
between January 1978 and January 1979
and adoption and submittal.by each
subsequent January of additional RACT
requirements for sources covered by
CTGs issued by the previous January.

(b) New Source review permits issued
pursuant to Section 173 of the Clean Air
Act will not be deemed valid by EPA
unless the provisions of Section V of
Appendix S of 40 CFR Part 51 are met.

3. Section 52.926 is revised to read as
follows:

§52.926 Attalpment dates for national
standards.

The following table presents the latest
dates by which the national standards
are to be attained. The dates reflect the
information presented in Kentucky's
plan, except where noted.
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Pollutant

Air quality control region Particulate-matter Sulfur oxide Nitrogen Carbon
dioxide monoside Ozone

Primary Secondary Primary Secondary

required to meet prior to 1979.
IFR Doc. 80-33942 Filed 10--80: 845 urn
BILIiNG CODE 6560-38-M

Appalachian Intrastate ................................................
Bluegrass Intrastate:

a. Fayette Co. '..................................................

b. Rest of AOCR ..................................................
Evansville (Indiana Owensboreo Henderson (Ken-

lucky) Interstate:
a. Henderson Co................................................
b. Webster Co. .....................................................
c. Rest of AOCR .............................

Huntington (W. Virginia)-Ashland (Kentucky)-Ports-
mouth-Ironton (Ohio) Interstate:

a. Boyd Co.. .............. ...........
b. Rest of AQOCR . ....................

Louisville Interstate I ..........................................
Metropolitan Cincinnati Interstate:

a. Boone Co. I .......... . .............
b. Campbell Co. I ...................................................
c. Kenton Co.'....................................... ........
d. Rest of AOCR ...................................................

North Central Kentucky Intrastate ............................
Paducah (Kentucky)-Cairo (Illinois) Interstate: .

a. McCracken Co.... . ..................
b. Muhlenborg Co.'.. . .............................
c. Rest of AOCR . ....... ...................

South Centrat Kentucky Intrastate ................... . ......

40 CFR Part 81
c b b b b b

[A-3-FRL 1649-1]
c b b b. b g
c b b b b b Approval of Revision to Section 107

Air Quality Designations for the
a e b b 9 Commonwealth of Pennsylvania

c 9 9 b b b
c a e b b b AGENCY: Environmental Protection

Agency.

c g a b b q ACTION: Final rule.

' See § 81.318 of this chapter to Identify the specific nonattainment area.
NOTE.-Dates or footnotes in italics are prescribed by the Administrator because the plan did not provide a specific date or

the dates.provided were not acceptable. Sources subject to plan requirements and attainment dates established under Section
S1I0(a)(2)(A) prior to the 1977 Clean Air Act Amendments remain obligated to comply with those requirements by the earlier

deadlines. The earlier attainment dates are set out at 40 CFR 52.926 (1979 edition).
a. Air quality levels presently below primary standards or area is unctassiitable.
b. Air quality levels presently below secondary standkrds or area is unclassifiable.
c. April 1975.
d. July 1975.
e. July 1977.
I. July 1978.
g. December 31, 1982.
h. December 31. 1987.
I. To be determined later.
J. January 1, 1985.

4. Section 52.928 is revised to read as.
follows:

§ 52.928 Control strategy: Sulfur oxides.
(a) Part D-Conditional approval.
(1) Boyd County nonattainment area.
The 1979 sulfur dioxide revisions for

this area are approved on condition that
the following be submitted by July 1,
1981:

(i) An enforceable regulation for
continually determining compliance
with Kentucky regulation 401 KAR
61:015 Section 5(4).

(ii) A'revision of regulation 401 KAR
61:015 providing increments of progress
in compliance schedules applicable to
sources which are being made subject to
more stringent emission limits.

(iii) A commitment, with regard to
ambient monitoring around the Ashland
Oil complex, that the monitoring will
begin by a certain date, will be
conducted for a specific length of time,
and will be done with a Federal
equivalent method. -

(2) Jefferson, McCracken, Muhlenberg,
and Webster Counties. The 1979 sulfur

dioxide revisions for these
nonattainmetit areas are approved on
condition that-the State submit by July 1,
1981, a revision of regulation 401 KAR
61:015 providing increments of progress
in compliance schedules applicable to
sources which are being made subject to
more stringent emission limits.

5. A new§ 52.936 is added as follows:

§ 52.936 Rulesand regulations.
(a) Section 8(2)(a) of regulation 401

KAR 61:015 is disapproved in that it
allows the Tennessee Valley Authority's.
Shawnee power plant until October 1,
1981, to achieve compliance with

emissions limits which are not made
more stringent by the 1979 Part D
revisions, and which" the source was
previously required to meet by July 1;
1977.

(b) Section 8(?)(d) of regulation 401
KAR 61:015 is disapproved in that it
allows sources until December 31, 1982,
to achieve compliance with emission
limits which are not made more
stringent by the 1979 Part D revisions,
and which the sources were previously

SUMMARY: The Commonwealth of
Pennsylvania has revised its list of air
quality attainment status designations
for nine areas within the Southeast
Pennsylvania Air Basin, with respect to
particulate matter (TSP). In this notice,
the Administrator is approving the
reclassification of six municipalities
adjacent to Lansdale Borough from
unclassified to attainment. In addition,
the Administrator is approving the
reclassification of three other
municipalities from attainment to
unclassified.
DATE: These revisions become effective
on or before December 1,1980.
ADDRESSES: Copies of the associated
support material are available for public
inspection during normal business hours
at the following locations:
U.S. Environmental Protection Agency,

Region iMl, Curtis Building, 6th &
Walnut Streets, Philadelphia, PA
19106, Attn: Harold A. Frankford
(3AH12)

Pennsylvania Department of
Environmental Resources, Bureau of
Air Quality and Noise Control, Fulton

'Building, 18th Floor, 200 North Third
Street, Harrisburg, PA'17120, Attn:
James Salvaggio

Public Information Reference Unit,
Room 2922, EPA Library, U.S.
Environmental Protection Agency, 401
M Street, S.W., Washington, DC 20460

FOR FURTHER INFORMATION CONTACT.
Mr. Harold A. Frankford (3AH12), U.S.
Environmental Protection Agency,
Region I1, Curtis Building, 10th floor,
Philadelphia, PA 19106, Phone: 215/597-
8392.
SUPPLEMENTARY INFORMATION:

Background

On December 29,1978 and August 26,
1979, the Commonwealth of
Pennsylvania submitted a request for
redesignation of attainment status with
respect to total suspended particulates
for nine municipalities located in the
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Southeast Pennsylvania Air Basin (this
area corresponds to the Pennsylvania
portion of the Metropolitan Philadelphia
Interstate Air Quality Control Region].
The specific reclassifications are
described as follows:

A. Unclassified to Attainment

The Commonwealth has requested
reclassification for six municipalities
(Montgomery Township, Towamencin
Township, Upper Gwynedd Township.
Hatfield Township, Hatfield Borough
and North Wales Borough) adjacent to
Lansdale Borough, which had originally
been designated a nonattainment area
for secondary TSP standards. Lansdale
has since been redesignated as an
attainment area for TSP, 45 FR 9262
(1980). The most recently available air
quality data provided by the
Commonwealth show no violations of
TSP standards in this area.

B. Attainment to Unclassified

The Commonwealth has requested
reclassification for the municipalities of
Doylestown Township, Upper Moreland
Township, and Downingtown Borough.
During 1977, all three municipalities
recorded violations of the secondary
TSP standard, whereas prior historical
data had not shown an incidence of air
quality violations for TSP. During 1979,
the monitor in Downingtown was
discontinued, and the Doylestown
monitor did not record any further TSP
violations. The Willow-Grove (Upper
Moreland) monitor has recorded
violations of the secondary TSP
standards, but EPA has judged that the
monitor is improperly located such that
the violations represent undue localized
influences, rather than ambient air. In
view of the above, an "unclassified"
designation is appropriate for all three
municipalities.

Proposed Rulemaking Actions/
Summary of Public Comments

On July 2,1979,44 FR 38585, EPA
proposed redesignation of the
Doylestown, Downingtown, and Upper
Moreland areas. Similarly, on November
21,1979, 44 FR 66850, EPA proposed
redesignation of the six municipalities
surrounding Lansdale Borough. During
the respective comment periods
following publication of these notices,
no comments were received.

EPA Actions

In view of the above evaluation, the
Administrator approves the
redesignation of attainment status for
the nine municipalities discussed in this
notice. In conjunction with the

Administrator's approval actions, the
charts contained in 40 CFR 81.339 are
revised accordingly.

All other Section 107 designations for
the Commonwealth of Pennsylvania not
discussed in this notice remain intact.

Although this action is being taken as
a final rule, EPA will consider comments
at any time and make appropriate
changes in attainment designations.
Comments should be sent to Mr. Robert
Blanco, Acting Chief Air Programs
Branch. U.S. Environmental Protection
Agency, Region I1, Curtis Building, 10th
floor. 6th & Walnut Streets, Philadelphia,
PA 19106.

Under Section 307(b)(1) of the Clean
Air Act, judicial review of this action is
available only by the filing of a petition
for review in the United States Court of
Appeals for the appropriate circuit
within 60 days of today. Under Section
307(b)(2) of the Clean Air Act, the
requirements which are the subject of
today's notice may not be challenged
later in civil or criminal proceedings
brought by EPA to enforce these
requirements.

(A) Coyof ,Phisda
CIMS trCt 1-12 125-14Z 144-157, 162-177. 190-

205 M, 294, 296-304 315-321L =, 325, 326,
32-332

CeMA IWtSK 13-75, 143. 15 161, 178-189 295-297.
322,324,327

Bawmceol c~y
(B) Monolrgney Coxurt

West Conshohocken Boro
Lower Meow Bowo -------
NBb..h Boro. .
Uppe Motn Twp
BdEpw% Born
Nornstoen Boto
Plycroth Thp-
Yftsterst Tw.p
Lanedee Bo ..
Pottstown Dora
West Ponsv'oye Twp
Upper Pottgrove UaP
Low Pottgove Twp
Upper Proidence Tp

P cheW County
Soith coatesimie Bowo
c*Y O c oeee
Coin Twp
EA Fabowk4d Tp.
Modena Boa..
Vafty Twp
North Covet Up
East Covonry Twp
Pheoor.r..e Bo.
SO-/"* Tap
Dowigiown B6oro-

10) BUCkS County
Oo -Twp . .

(E) Rorm aig Perewvarm Porbon of AOCR

Under Executive Order 12044, EPA is
required to judge whether regulation is"significant" and. therefore, subject to
the procedural requirements of the
Order or whether it may follow other
specialized development procedures.
EPA labels these other regulations
"specialized." I have reviewed this
regulation and determined that it is a
specialized regulation not subject to the
requirements of Executive Order 12044.
(Secs. 107(d), 171(2). 301(a), Clean Air Act. as
amended (42 U.S.C. 7407(d). 7501(2). 7601(a)))

Dated: October 27.1980.
Douglas M. Costle,
Administrator.

Part 81 of Chapter I, Title 40 ofthe
Code of Federal Regulations is amended
by revising the table entitled
"Pennsylvania-TSP" in § 81.339 to read
as follows:

Subpart C-Section 107 Attainment
Status Designations

§ 81.339 Pennsylvania.

X
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DeognseId wm nifect Cannot be national

penrwy Secondary dasLfied standards
standards Standards
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DEPARTMENT OF HEALTH AND'
HUMAN SERVICES

Public Health Service

42 CFR Part 55a "

Program Grants for Black Lung Clinics

AGENCY: Public Health Service, HHS.-

ACTION: Final rule.

SUMMARY: The Public Health Service
revises the regulations governing-the
grants program for black lung clinics
established under section 427(g) of the,
Federal Mine Safety and HIealth Act'of
1977. The new regulations reflect recent
changes, both in the way health services
are delivered and in specific diagnostic
and treatment procedures required in
the management of black lung.
'EFFECTIVE DATE: October 31, 1980.
FOR FURTHER INFORMATION CONTACT:
Mr. William S. Beacham, Director,
Regional Commissions Health Programs,
Bureau of Community Health Services,
Room 7A-55, 5600 Fishers Lane,
Rockville, Maryland 20857 (301-443-
5033).
SUPPLEMENTARY INFORMATION: On
February 12, 1980 the Public Health
Service published a Notice bf Proposed
Rulemaking (NPRM) to revise the •
regulations (42 CFR Part 55a) governing
the Black Lung Clinics Program
established by section 427(a) of the
Federal Mine Safety and Health Act of
1977 (30 U.S.C. 927(a)) (45 FR 9298). This
program assists public and private
nonprofit entities in constructing,
purchasing and operating'clinical
facilities for the analysis, examination,
and treatment of respiratory and
pulmonary impairments in coal miners.
The major functions of these clinics are
to provide services to minimize the
effects of respiratory and pulmonary
impairments in coal miners and to
perform examinations in connection
with black lung disability benefits
claims filed-with the Department of
Labor.

Representatives of six organizations
commented on the proposed rules. The

.Department's response to these ,
comments and the actions taken are set
forth below. The comments'and
responses have been arranged to
correspond t6 the order of the
regulation.

1. Eligibility requirements for Black.
Lung Clinics Program grants

Four of those commenting were

concerned about deletion of the'
provision limiting entities which may
apply for grants to organizations which
are designated by State Governors.
They each suggested adding a new
section, to provide that the Governor
may retain the authority for designating
the agency or'agencies to administer a,
Black Lung Clinics Program in those
States having an existing statewide'
program.

The Department maintains its position
that the broadened eligibility criteria
will allow existing mechanisms, such as
the Health Systeins Agencies and State
Health Planning and-Development
Agencies, to play a greater role in
coordinating and developing black lung
services. This will increase the voice of
consumers in the earliest stage of
program development and encourage
consistency with existing health
services delivery programs. There also
will be a wider range of prospective
applicants. At the same time, Governors
will continue to have the flexibility to
participate as fully as they wish in the
administration of this program within
their States. The application procedure
established under Office of Management
and Budget Circular A-95, which
provides Governors an opportunity to
participate in program development, is
required of all HHS grantees.
Nevertheless, the Department is
sensitive to State concerns that existing
statewide programs be neither
fragmented or duplicated. Therefore, the
criteria for deciding which applications
to fund have been amended to include
whether proposed services are
complementary to and nonduplicative of.
existing services (see § 55a.6(a)(5)).
2. Sliding fee schedule

One comment contended that a sliding
fee schedule tied to the Community
Services Administration Income Poverty
Guidelines for persons unable to pay the
full cost of care would require a means
test, and that such a test would pose a
barrier to miners who need the services.
It was recommended that third-party
payments be accepted as full payment
for services rendered. The regulation
does not require a means test. Most
projects have a method for determining
what portion of charges'a patient should
pay which is circumspect and maintains
the patient's dignity. It is the intent of
the regulation to require grantees to
provide services to all, regardless of
ability to pay, in a manner that
preserves the dignity of patients. Most
potential grantees already have
arrangements for discounts for all
indigent persons, and the Department
does not want to disrupt those

arrangements insofar as black lung
patients are concerned. Therefore, no
substantivb changes in § 55a.4(b) have
been made, but the requirement to
provide services without regard for
ability to pay for them has been given
greater prominence in this section.
3. Role of third-party payors.

One comment favored sending -

medical treatment plans to third-party'
payors for comment, if not approval.
Third-party payors do have an
opportunity to negotiate with the clinics
regarding treatmeni protocols under
which individuals would receive
treatment paid for by the third-party
payors. This is implicit in
§ 55a.4(b)(3)(iii) which requires clinics to
both bill for and make every reasonable
effort to obtain payment for services
reimbursable by third-party payors. The
'Department feels that this provides
third-party payors an appropriate role in
the treatment process without infringing
on the confidentiality of individual
patient information.
4. Role of the medical specialist in
pulmonary diseases.

One comment expressed concern that
the requirements for the involvement of
a specialist in lung disease were
inadequate. No change has been made
in the regulations. It is the Department's
view that the provision requiring
medical services to be performed in
consultation with a physician with
special training or experience in the
diagnosis and treatment of respiratory
,diseases is sufficient (§ 55a.4(b)(5)). The
regulation allows grantees the flexibility
to be responsive to the local availability
of consultation front specialists in lung
disease.
5. The policy board or advisory
committee to the policy board.

In response to the comment that
representatives of the coal industry
should be included in the membership of
the policy board or advisory committee,
§ 55aA(c) has been revised to note this
representation. In addition, the
D6partment has made some technical
changes to this provision, some of which
are in response to a suggestion that the
intended relationship between the
grantee's policy board and the required
consumer advisory committee may
become confused.
6. Outreach.

One comment objected to the
requirement for outreach, apparently
construing it to be for claimant location.
The outreach services required of a
black lung clinic (§ 55a.5(a)(3)) are to
increase access to clinic services. Under
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§ 55a.7, it is stated that project funds
may be used for outreach programs to
inform coal min~rs of clinic services.
These provisions have not been altered.

7. Use of grant funds.

In the proposed rule, § 55a.7 listed the
specific uses that may be made of
project funds (e.g., construction,
purchase and operation of clinical
facilities). As revised in this final rule,
§ 55a.7 states tbat "A grantee shall only
spend funds it receives under this part
according to the approved application
and budget, the authorizing legislation,
terms and conditions of the grant award,
applicable cost principles specified in
Subpart Q of 45 CFR Part 74, and the
regulations of this part." Section § 55a.7
has been revised as part of the
Department's "Operation Common
Sense" to delete duplication of the
Department's grant administration
regulations (45 CFR Part 74). Subpart Q
identifies the principles to be used in
determining costs applicable to all
Departmental grants and sets standards
for allowable costs. Although not
specified in the revised § 55a.7, project
funds may be used for construction,
purchase, and operation of clinical
facilities; renovation or modernization
of existing space; purchase of medical
equipment; salaries of additional
personnel; home treatment service;
transportation of patients; training of
personnel; outreach programs to inform
coal miners of the services provided by
the clinics; and actual expenses of
public participants in program
development or oversight; but may not
be used for salaries of persons in
positions previously supported from
other sources.

As noted in the preamble to the
proposal, however, capital expenditure
authorities will be used only under
unusual circumstances. Applicants who
request funds to operate a Black Lung
Clinic will generally be expected to
possess suitable space. Only in cases
where no applicant with access to space
through current ownership or ability to
rent proposes to serve miners needing
services will applications for
construction, acquisition, or
modernization be considered. Such
applications will be required to
demonstrate that no existing space is
adequate and available to serve a
particular population of miners. It is
expected that the capital spending
authority will be only sparingly invoked.

Finally, several additional Department
regulations which apply to grants made
under this part have been specified in
§ 5a.8.

Accordingly, Part 55a of Title 42, Code
of Federal Regulations, is revised as set
forth below.
(Catalog of Federal Domestic Assistance
Program No. 13.965 (Coal Miners. Respiratory
Impairment Treatment. Clinic and Services
(Black Lung Clinic)) The reporting
requirements contained in these regulations
have been reviewed and approved by the
Office of Management and Budget (OMB
Approval No. 68R-1734).

Dated: October 221980.
Approved. October 28.1980.

Julius B. Richmond,
Assistant Secretory forHeclth.
Patricia Roberts Harris,
Secretary.

PART 55a-PROGRAM GRANTS FOR
BLACK LUNG CLINICS

Sec -
55a.1 To whom do these regulations apply?
55a.2 Definitions.
55a.3 Who is eligible to apply for a Black

Lung Clinics grant?
55a.4 What must an application for a Black

Lung Clinics grant contain?
55a.5 What requirements must a Black Lung

Clinic meet?
55a.6 What criteria has HHS established for

deciding which grant applications to
fund?

55a.7 How may project funds be used?
55a.8 What other HHS regulations apply?
55a.9 What confidentiality requirements

must be met?
Authority. Sec. 506.83 Stat. 80330 U.S.C.

937.

§ 55a.1 To whom do these regulations
apply?

This part applies to the award of
grants pursuant to section 427(a) of the
Federal Mine Safety and Health Act of
1977 (30 U.S.C. 937(a)). These grants
support the operation of clinical
facilities known as Black Lung Clinics
for analysis, examination and treatment
of respiratory and pulmonary
impairments in coal miners.

§ 55a.2 Definitions.
Any term not defined here shall have

the meaning given it in the Act. As used
in this part:

"Act" means the Federal Mine Safety
and Health Act of 1977, as amended (30
U.S.C. 801 et seq.).

"Applicant" means any public or
nonprofit private agency or institution
which files an application for a grant
under this part.

"Miner" or "coal miner" means any
individual who works or has worked in
or around a coal mine or coal
preparation facility in the extraction or
preparation of coal. The term also
includes an individual who works or has
worked in coal mine construction or

transportation in or around a coal mine,
to the extent that the individual was
exposed to coal dust as a result of
employment.

"Nonprofit," as applied to an agency
or institution, means that no part of the
net earnings of such agency or
institution benefits, or may lawfully
benefit, any private shareholder or
individual.

"Secretary" means the Secretary of
Health and Human Services and any
other officer or employee of the
Department of Health and Human
Services to whom the authority involved
may be delegated.

§ 55a.3 Who Is eligible to apply for a Black
Lung Clinics grant?

(a) Any public or private nonprofit
entity may apply for a grant under this
part.

(b) Eligible projects: grants pursuant
to section 427(a) of the Act and this part-
may be made to eligible applicants for
carrying out area or statewide clinical
services for the analysis, examination,
and treatment of occupational
respiratory and pulmonary impairments
in coal miners.

§ 55a.4 What must an application for a
Black Lung Clinics grant contain?

An approvable application must
contain each of the following:

(a] A plan for the provision of the
services required by this part containing
at least the following elements:

(1) A description of the target
population to whom services are to be
provided, including a statement of the
need for services;

(2) A description of the area in which
the target population resides, including
descriptions of geographical barriers to
service, availability of transportation,
and each of the health service providers
in the area which provide any of the
services required under this part;

(3) A statement of the goals and
objectives of the program, how the
program intends to achieve them, and
how progress toward their achievement
will be measured;

(4) A description of how existing
resources in the community will be
utilized to maximize the effectiveness
and efficiency of the use of grant funds;
and

(5) Letters of intent from each entity
which is expected to provide any
service under the Black Lung Clinics
Program, including a statement that,
contingent upon a grant-award, services
will be provided in accordance with the
requirements under this part.

(b) An assurance that, should an
award be made, the grantee will enter

72161
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into binding agreements with each of the
listed clinics providing letters of intent
which shall include provisions that:

(1) No person will be denied services
because of inability to pay;

(2) Services will be made available
regardless of how long the miner has
lived in the service area or whether
anyone referred the miner to the clinic;

(3) Services will be made available in
a manner calculated to preserve human
dignity and to~maximize acceptability
ind utilization of services;

(4) Charges shall be made for services
rendered as follows:

(i) a schedule shall be maintained
listing fees or payments for the
provision of services, designed to cover
reasonable costs of operation;

(ii) a schedule of discounts adjusted
on the basis of a phtient's ability to pay
shall be maintained. The schedule-of
discounts must provide for a full
discount to individuals and families
with annual incomes at or below the
levels set forth in the most recent
Conmunity Services Administration

,Income Poverty Guidelines at 42 CFR
1060.2 (except that nominal fees for
service may be collected from
individuals and families with annual
incomes at or below those levels if
imposition of the fees is consistent with
project goals]. No discounts shall be -
provided to individuals and families
with annual incomes greater than twice
those set forth in the Guidelines;

(iii) where third-party payors
(including Government agencies) are
authorized or under a legal obligation to
pay all or a portion of such charges, all
services covered by that reimbursement
plan will be billed and every reasonable
effort will bamade to obtain payment;
and

(iv) where the cost of care and
services furnished under the program is
to be reimbursed under Title XIX of the
Social Security Act, a written agreement
with the Title XIX agency will be"
obtained by the clinic unless the Title
XIX agency refuses to enter into the
agreement and the blinic provides
evidence of the refusal to the grantee.

(5) Grant funds will be used to
supplement and not supplant existing
services.

(6) Medical services will be performed
in consultation with a physician with
special training or experience in the
diagnosis and treatment of respiratory
diseases.

(c) A description of how each clinic or
group of clinics will assure consumer
participatioh in th6 development of
policy applicable to the administration
and delivery of black lung clinic
services through a policy board or an
advisory committee to the policy board.

If the policy board consists of a majority
of miners or miner-selected
representatives, this requirement is
satisfied. If this is not'the case, an
advisory committee to the policy board
with a majority of miners or miner-
selected representatives, but also
,including interested parties, such as
health care providers, coal industry
employers, representatives of third-
party payers, and the general public,

-must be established. Procedures for the
functioning of the advisory committee
must be adopted which assure

•continued ability to represent the varied
points of view, including that of
consumers, and that committee
recommendations are promptly referred
to the policy board for consideration.
• (d) Evidence that a copy of the

application was forwarded to each of
thd affected health systems agencies
designated under Title XV of the Public
Health Service Act with a request that
the-agency review and approve the
application and forward its comments to
the Secretary. Regulations applying to
health systems agencies appear in 42
CFR Part 122.

(e) Evidence that the application was
sent to the appropriate A-95
Clearinghouse(s) for review and
comment, in compliance with Office of
Management and Budget Circular No.
A-95, Revised.

§ 55a.5 What requirements must a Black
Lung Clinic meet?

For inclusion in an applicant's plan, .
clinics must now, or with grant
assistance be able to:

(a) Provide for the following services:
(1) Primary care;
(2) Patient and family education and

counseling;'
(3] Outreach;
(4) Patient care coordination,

including individual patient care plans
for all patients;

(5) Antismoking advice; and
(6) Other symptomatic treatments.
(b) Meet all criteria-for approval- and

designation by the Department of Labor
under 29 CFR'Part 725 to perform
disability.e~aminations and provide
treatment under the Act.

§ 55a.6 What criteria has HHS established
for deciding which grant applications to
fund?

(a) Within the limits of funds
available for these purposes, the
Secretary may award grants to assist in
the carrying out of those programs
which Will in the Secretary's judgment
best promote the purposes of section
427(a) of the Act, taking into account:

(1) The number of miners tobe served
and their needs;

(2) The quality and breadth of
services to be provided;.

(3) The degree to which other
resources are committed to the program;

(4) The applicant's ability to manage
the proposed program, including Its
experience with the delivery of medical
-services by clinical facilities and its
ability to make rapid and effective use
of the grant funds; and

(5) Whether proposed services are
complementary to and nonduplicative of
existing servipeRparticularly iii States
or Regions where there are existing
programs which are determined to be
meeting or making satisfactory progress
toward meeting identified needs. -

(b) The notice of grant award specifies
how long the Secretary intends to
support the project without requiring the
project to recompete for funds. This
period, called the project period, will
usually be for 3 to 5 years.

(c) Generally the grant initially will be
for-i year and subsequent continuation
awards also will be for 1 year at d time.
A grantee must submit a separate
application to have the support
continued for each subsequent year.
Decisions regarding continuation

,awards and the funding level of such
awards will be made after consideration
of such factors as the grantee's progress
and management'practices, and the
availability of funds. In all cases,
continuation awards require-i
determination by the Secretary that
continued funding is in the best interest
of the Federal Government.

(d) Neither the approval of any
application nor the award of any grant
.commits or obligates the Federal
Government in any way to make any
additional, supplemental, continuation,
or otheraward with respect to any
approved application or portion of an
approved application.

§ 55a.7 How may project funds be use.'
A grantee shall only spend funds it

receives under this part according to the
approved application and budget, the
authorizing legislation, terms and
conditions of the grant award,
applicable cost principles specified in
Subpart Q of 45 CFR Part 74, and the
regulations of this part.

§55a.8 What other HHS regulations - -

apply?
Several other HHS regulations apply

to grants under this part. These include,
but are not limited to:

42 CFR Part 50-Policies of general
applicability

42 CFR Part 122-Health systems
agency reviews of certain proposed uses
of Federal health funds
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45 CFR Part 16-Department grant
appeals process

45 CFR Part 19-Limitation on
payments or reimbursements for drugs

45 CFR Part 74-Administration of
grants

45 CFR Part 75-Informal grant
appeals procedures

45 CFR Part 80-Nondiscrimination
under programs receiving Federal
assistance through the Department of
Health, Education, and Welfare-
Effectuation of Title VI of the Civil
Rights Act of 1964

45 CFR Part 81-Practice and
procedures for hearings under Part 80 of
this title

45 CFR Part 84-Nondiscrimination on
the basis of handicap in federally
assisted programs and activities
receiving or benefiting from Federal
financial assistance

45 CFR Part 91 '-Nondiscrimination
on the basis of agein Department
programs or activities receiving Federal
financial assistance

§ 55a.9 What confidentiality requirements
must be met?

All information as to personal facts
and circumstances obtained by the
grantee's staff about recipients of
services shall be held confidential, and
shall not be disclosed without the
individual's consent except as may be
required by law or as may be necessary
to provide service to the individual or to
provide for medical audits by the
Secretary with appropriate safeguards
for confidentiality of patient records.
Otherwise, information may be
disclosed only in summary, statistical,
or other form which does not identify
particular individuals.
IFR Doc 80-34040 Filed 10-30-.80 &45 am]

BILLING CODE 4110-84-M

DEPARTMENT OF THE INTERIOR

Bureau of Land Management

43 CFR Part 3100

Simultaneous Oil and Gas Leasing
System; Correction

AGENCY: Bureau of Land Management,
Interior.
ACTION: Final rule; correction.

SUMMARY: The final rulemaking
published in the Federal Register of May
23, 1980 (45 FR 35156). contained an
error in the amendatory language as it
referred to section 3102.2. This notice is
being published to correct that error.
EFFECTIVE DATE: October 31. 1980.

1 When issued.

ADDRESS: Any suggestions or inquiries
should be sent to: Director (530). Bureau
of Land Management, 1800 C Street,
N.W., Washington. D.C. 20240.
FOR FURTHER INFORMATION CONTACT:.
Robert C. Bruce, 202-343-8735. or
Charles E. Weller, 202-343-7753.

On page 35161, the amendatory
language in item 6. is corrected to read
as follows:

6. Sections 3102.1. 3102.1-1 and
3102.1-2 are deleted and replaced by a
revised § 3102.1 as follows:
Daniel P. Beard,
DepulyAssistant Secretary of the Interior.
October 29. 1980.

BILLING CODE 4310-4--

FEDERAL EMERGENCY

MANAGEMENT AGENCY

44 CFR Part 65

[Docket No. FEMA 5940)

List of Communities WIth Special
Hazard Areas Under the National
Flood Insurance Program

'AGENCY: Federal Insurance
Administration, FEMA.
ACTION: Final rule.

SUMMARY: This rule identifies
communities with areas of special flood,
mudslide, or erosion hazards as
authorized by the National Flood
Insurance Program. The identification of
such areas is to provide guidance to
communities on the reduction of
property losses by the adoption of
appropriate flood plain management or
other measures to minimize damage. It
will enable communities to guide future
construction, where practicable, away
from locations which are threatened by
flood or other hazards.
EFFECTIVE DATES: The effective date
shown at the top right of the table or
December 1, 1980, whichever is later.
FOR FURTHER INFORMATION CONTACT:.
Mr. Robert G. Chappell, National Flood
Insurance Program, (202) 426-1460 or
Toll Free Line 800-424-8872, Room 5150,
451 Seventh Street, SW., Washington,
DC 20410.
-,SUPPLEMENTARY INFORMATION: The
Flood Disaster Protection Act of 1973
(Pub. L 93-234) requires the purchase of
flood insurance on and after March 2.
1974, as a condition of receiving any
form of Federal or federally related
financial assistance for acquisition or
construction purposes in an identified
flood plain area having special flood
hazards that is located within any

community participating in the National
Flood Insurance program.

One year after the identification of the
community as flood prone, the
requirement applies to all identified
special flood hazard areas within the
United States, so that, after that date, no
such financial assistance can legally be
provided for acquisition and
construction in these areas unless the
community has entered the program.
The prohibition, however, does not
apply in respect to conventional
mortgage loans by federally regulated,
insured, supervised, or approved lending
institutions.

This 30 day period does not supersede
the statutory requirement that a
community, whether or not participating
in the program, be given the opportunity
for a period of six months to establish
that it is not seriously flood prone or
that such flood hazards as may have
existed have been corrected by
floodworks or other flood control
methods. The six months period shall be
considered to begin on or before
December 1.1980, or the effective date
of the Flood Hazard Boundary Map,
whichever is later. Similarly, the one
year period a community has to enter
the program under section 201(d) of the
Flood Disaster Protection Act of 1973
shall be considered to begin 30 days
after publication in the Federal Register
or the effective date of the Flood Hazard
Boundary Map, whichever is later.

This identification is made in
accordance with Part 64 of Title 44 of
the Code Federal Regulations as
authorized by the National Flood
Insurance program (42 U.S.C. 4001-4128).

Section 65.3 is amended by adding in
alphabetical sequence a new entry to
the table:

BILNG CODE 671-03.-U

72-163
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(National Flood Insurance Act of 1968 (title
XIII of the Housing and Urban Development
Act of 1968); effective Jan. 28.1969 (33 FR
17804, Nov. 28,1968), as amended, (42 U.S.C.
4001-4128); Executive Order 12127,44 FR
19367; and delegation of authority to Federal
Insurance Administrator)

Issued. October 20,1980.
Gloria M. Jinenez,
Federal Insurance Administrator.
IFR Do- 80-33794 Filed 10-30-80; &45 am]

BILUNG CODE 6748-03-M

DEPARTMENT OF HEALTH AND

HUMAN SERVICES

Office of the Secretary

45 CFR Part 12

Federal Property Assistance Program;
Disposal and Utilization of Surplus
Real Property for Public Health
Purposes

AGENCY: Office of the Secretary, HHS.
ACTION: Final regulation.

SUMMARY: The Department of Health,
Education, and Welfare conveyed
Federal surplus real property for
educational and public health purposes
under the authority of the Federal
Property and Administrative Services
Act of 1949 (40 U.S.C. 471 et seq.]
[Catalog of Federal Domestic Assistance
Program Number 13.676 Surplus
Property Utilization.) The Department of
Education Organization Act (Pub.L 96-
88, enacted October 17, 1979) establishes
the Department of Education and
transfers to the new executive
Department the authority of the
Secretary of Health, Education, and

'Welfare to dispose of surplus real
property for educational purposes.
Therefore, this publication deletes from
the regulations of the former Department
of Health, Education, and Welfare all
reference to disposal and utilization of
surplus real property for educational
purposes and redesignates the
Department of Health, Education, and
Welfare as the Department of Health
and Human Services.
EFFECTIVE DATE: May 4,1980.
FOR FURTHER INFORMATION CONTACT:
C. A. Patterson, Director, Office of Real
Property, Department of Health and
Human Services, Room 4715, 330
Independence Avenue, S.W.,
Washington, D.C. 20201. Telephone:
(202) 245-1926.
SUPPLEMENTARY INFORMATION:
Publication of this rule as a proposal for
public comment is unnecessary as it
deals only with the removal of reference
to education from the regulations

published in the Federal Register, Vol.
42, No. 225, on November 221977.

Dated: August 20,1980.
Wilford J. Forbush,
ActingAssistant Secretary for Management
and Budget.

Approved: October 23,1980.
Patricia Roberts Harris,
Secretary of Health and Human Services.

PART 12-DISPOSAL AND
UTILIZATION OF SURPLUS REAL
PROPERTY FOR PUBLIC HEALTH
PURPOSES

Sec.
12.1 Definitions.
12.2 Scope.
12.3 General policies.
12.4 Limitations.
12.5 Awards.
12.6 Notice of available property.
12.7 Applications for surplus real property.
12.8 Assignment of surplus real property.
12.9 General disposal terms and conditions.
12.10 Compliance with the preservation

acts.
12.11 Special terms and conditions.
12.12 Utilization.
12.13 Form of conveyance.
12.14 Compliance inspections and reports.
12.15 Reports to Congress.

Authority: The provisions of this part 12
issued under sec. 203, 63 Stat. 385, as
amended; 40 U.S.C. 484.

§ 12.1 Definitions.

(a) "Act" means the Federal Property
and Administrative Services Act of 1949,
63 Stat. 377 (40 U.S.C. 471 et seq.). Terms
defined in the Act and not defined in
this section have the meanings given to
them in the Act.

(b) "Accredited" means having the
approval of a recognized accreditation
board or association on a regional,
State, or national level, such as a State
Board of Health. "Approval" as used
above describes the formal process
carried out by State Agencies and
institutions in determining that health
organizations or programs meet
minimum acceptance standards.

(c) "Administrator" means the
Administrator of General Services.

(d) "Assigned property" means real-
and related personal property which, in
the discretion of the Administrator or
his designee, has been made available
to the Department for transfer for public
health purposes.

(e) "Department" means the U.S.
Department of Health and Human
Services.

(f) "Disposal agency" means the
executive agency of the Government
which has authority to assign property
to the Department for transfer for public
health purposes.

(g) "Excess" means any property
under the control of any Federal agency
which is not required for its needs and
the discharge of its responsibilities, as
determined by the head thereof.

(h) "Fair market value" means the
highest price which the property will
bring by sale in the open market by a
willing seller to a willing buyer.
(i) "Holding agency" means the

Federal agency which has control over
and accountability for the property
involved.
(0) "Nonprofit institution" means any

institution, organization, or association,
whether incorporated or unincorporated,
no part of the net earnings of which
inures or may lawfully inure to the
benefit of any private shareholder or
individual, and which has been held to
be tax-exempt under section 501(c)(3) of
the Internal Revenue Code of 1954.

(k) "Off-site property" means surplus
buildings, utilities and all other
removable improvements, including
related personal property, to be
transferred by the Department for
removal and use away from the site for
public health purposes.

(1) "On-site" means surplus real
property, including related personal
property, to be transferred by the
Department for use in place for public
health purposes.
(m) "Public benefit allowance" means

a discount on the sale or lease price of
real property transferred for public
health purposes, representing any
benefit determined by the Secretary
which has accrued or may accrue to the
United States thereby.

(n) "Related personal property"
means any personal property:. (1) Which
is located on and is (i) an integral part
of, or (ii) useful in the operation of real
property; or (2) which is determined by
the Administrator to be otherwise
related to the real property.
(o) "Secretary" means the Secretary of

Health and Human Services.
(p) "State" means a State of the

United States, and includes the District
of Columbia, the Commonwealth of
Puerto Rico, and the Territories and
possessions of the United States.

(q) "Surplus" when used with respect
to real property means any excess real
property not required for the needs and
the discharge of the responsibilities of
all Federal agencies as determined by
the Administrator.

112.2 Scope.
This part is applicable to surplus real

property located within any State which
is appropriate for assignment to, or
which has been assigned to, the
Department for transfer for public health
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purposes, as provided for in section
203(k) of the Act.

§ 12.3 General Policies.
(a) It is the policy of the Department

to foster and assure maximum
utilization of surplus real property for
public health purposes, including.
research.

(b) Transfers may be made only to
States, their political subdivisions and
instrumentalities, tax-supportea public
-health institutions, and nonprofit public
health institutions which have been held
tax exempt under section 501(c)(3) of the
Internail Revenue Code of 1954.

(c) Real property will be requested for
-assignment only when the Department
has determined that the property is
suitable a d needed for public health
purposes. The amount of real and"
related persbnal property to be
transferred shall riot eceed normal
operating requirements of the applicant.
Such property will not be requested for
assignment unless it is needed at the
time of application for public health
purposes or will be-so needed within the
immediate or foreseeable future. Where
construction or major renovation is not
'required or proposed, the property must
.be placed into use within twelve (12)
months from the date of transfer. When
construction or major renovation is
contemplated at the time of transfer, the
property must be placed in use within 36
months from the date of transfer. If the
applicable time limitation is not met, the
transferee shall, either commence
payments in cash to the Department for
each month thereafter during which the
proposed use has not been implemented
or take such other action as set forth in
§ 12.12 as is deemed appropriate by the
Department. Such monthly payments
shall be cbmputed on the basis -of the
current fair market value of the property
at the time of the first payment by
subtracting therefrom any portion of the
purchase price paid in cash at the time
of transfer, and by dividing the balance
by the total number of months, in the
period of iestriction. If the facility has
not been placed into use within eight (8)
years of the date of the deed, title to the
property will be revested in the United
States, or, at the discretion of*the
Department, the restrictions~and
conditions may be abrogated in
accordance with § 12'9(d) Trarlsfers will be made only after
the applicant has certified that the
proposed program is not in conflict with
State or local zoning restrictions,
building codes, or similar limitations.

(e] Organizations which rfiay be
eligible include thos6 which provide
cdre an4 training for the physically'and
mentally ill, including medical care of

the aged and infirm, clinical services,
other public health services (including
water and sewer), or similar services
devoted primarily to the promotion and
protection of public health. Services
which have as their principal purpose
the providing of custodial or domiciliary
care are not eligible. The property
applied for must be for a purpose which
the eligible organization is authorized to
carry out.

(f) An applicant's plan of operation
will not be approved unless it provides
that the applicant will not discriminate
because of race, color, sex, -handicap, or
national origiu in the use of the property.

§ 12.4 Limitations.
(a) Surplus property transferred

pursuant to this part will be disposed of
on an "as is, where is," basis without -
warranty of any kind.

(b) Unless excepted by the General
Services Administrator in his
assignment, mineral rights will-be
conveyed together with the surface
rights.

§ 12.5 Awards.
Where there is more than one

applicant for the same property, it Will
be awarded to the applicant having a'
program of utilization which provides, in
the opinion of the Department, the
greatest public benefit. Where the
property will serve more than one
program, it will be apportioned to fit the
needs of as many programs as is
practicable.

§ 12.6 Notice of available property.
Reasonable publicity will be given to

the availability of surplus real property
which is suitable for assignment to the
Department for transfer. for public health
uses. The Department will establish
procedures reasonably calculated to
afford all eligible users having a
legitimate interest in acquiring the
property for such uses an opportunity to
make an application therefor. However,
publicity need not be given to the
availability of surplus real property
which is occupied and being used for,
eligible public health purposes at the
time the property is declared surplus,
the occupant expresses interest'in the
property, and the Department
determines that it has a continuing need
therefor.

4

§_12.7 Applications for surplus real
property. -

Applications for surplus real property
for public health purposes shall be made
to the Department through the Regional
'Office specified in the notice of
availability.

§ 12.8 Assignment of surplus real
property.

(a) Notice of interest in a specific
property for public health purposes will
be furnished the General Services
Administrator by the Department at the
earliest possible date.

(b) Requests to' the Administrator for
assignment of surplus real property to
the Department for transfer for publid
health purposes will be based on the
following conditions:

(1) The Department has an acceptable
application for the property.

(2) The applicant is willing,
authorized, and in a position to assume
immediate care, custody, and
maintenance of the property.

(3) The applicant is able, willing and
authorized to pay the administrative
expenses incident to the transfer.

(4) The applicant has the necessary
fund, or the ability to obtain such
funds, to carry out the approved
program of use of the property.

§ 12.9 General disposal terms and
conditions.

(a) Surplus real property transfers
under this part will be limited to public
health purposes. Transferees shall be
entitled to a public benefit allowance In

-terms of a percentage which will be
appli6d against the value of'the property
to be conveyed. Such an allowance will
be computed on the basis of benefits to
the United States-from the use of such
property for public health purposes. The
computation of such public benefit
allowarices will be in accordance with
Exhibit A attached hereto and made a
part hereof.

(b) A transfer of surplus real property
for public health purposes is subject to
the disapproval of the Administrator
within 30 days afternotice is given to
him of the proposed transfer,

(c) Transfers will be on the fQllowing
terms and conditions:

(1) The transferee will be obligated to'
utilize the property continuously in
accordance with an approved plan of
operation.

(2) The transferee will not be
permitted to sell, lease or sublease, rent,
mortgage, encumber, or otherwise
dispose of the property, or any part
thereof, without the prior written
authorization of the Department.

(3) The transferee will file with the
Department such reports covering the
utilization of the property as may be
required.

(4) In the event the property is sold,
leased or subleased, encumbered,
disposed of, or is used for purposes
other than those set forth in the
approved plan without the consent of
the Department, all revenues or the
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reasonable value of other benefits
received by the transferee directly or
indirectly from such use, as determined
by the Department will be considered to
have been received and held in trust by
the transferee for the account of the
United States and will be subject to the
direction and control of the Department.
The provisions of this paragraph shall
not impair or affect the rights reserved
to the United States in paragraph (c)(6)
of this section, or the right of the
Department to impose conditions to its
consent.

(5) Lessees will be required to carry
all perils and liability insurance to
protect the Government and the
Government's residual interest in the
property. Transferees will be required to
carry such flood insurance as may be
required by the Department pursuant to
Pub. L. 93-234. Where the transferee
elects to carry insurance against
damages to or loss of on-site property
due to fire or other hazards, and where
loss or damage to transferred Federal
surplus real property occurs, all
proceeds from insurance shall be
promptly used by the transferee for the
purpose of repairing and restoring the
property to its former condition, or
replacing it with equivalent or more

- suitable facilities. If not so used, there
shall be paid to the United States that
part of the insurance proceeds that is
attributable to the Government's
residual interest in the property lost,
damaged, or destroyed in the case of
leases, attributable to the fair market -
value of the leased facilities.

(6) With respect to on-site property, in
the event of noncompliance with any of
the conditions of the transfer as
determined by the Department, title to
the property transferred and the right to
immediate possession shall, at the
option of the Department, revert to the
Government. In the event title is
reverted to the United States for
noncompliance or voluntarily
reconveyed, the transferee shall, at the
option of the Department, be required to
reimburse the Government for the
decrease in value of the property not
due to reasonable wear and tear or acts
of God or attributable to alterations
completed by the transfered to adapt the
property to the public health use for
which the property was transferred.
With respect to leased property, in the
event of noncompliance with any of the
conditions of the lease, as determined
by the Department, the right of
occupancy-and possession shall, at the
option of the Department, be terminated.
In the event a leasehold is terminated by
the United States for noncompliance or
is voluntarily surrendered, the lessee

shall be required at the option of the
Department to reimburse the
Government for the decrease in value of
the property not due to reasonable wear
and tear or acts of God or attributable to
alterations completed by the lessee to
adapt the property to the public health
use for which the property was leased.
With respect to any reverter of title or
termination of leasehold resulting from
noncompliance, the Government shall,
in addition thereto, be reimbursed for
such costs as may be incurred in
recovering title to or possession of the
property.
Any payments of cash made by the
transferee against the purchase price of
property transferred shall, upon a
forfeiture of title to the property for
breach of condition, be forfeited.

(7) With respect to off-site property, in
the event of noncompliance with any of
the terms and conditions of the transfer,
the unearned public benefit allowance
shall, at the option of the Department,
become immediately due and payable
or, if the property or any portion thereof
is sold, leased, or otherwise disposed of
without authorization from the
Department, such sale, lease or
sublease, or other disposal shall be for
the benefit and account of the United
States and the United States shall be
entitled to the proceeds. In the event the
transferee fails to remove the property
or any portion thereof within the time
specified, then in addition to the rights
reserved above, at the option of the
Department. all right, title, and interest
in and to such unremoved property shall
be retransferred to other eligible
applicants or shall be forfeited to the
United States.

(8) With respect only to on-site
property which has been declared
excess by the Department of Defense,
such declaration having included a
statement indicating the property has a
known potential for use during a
national emergency, the Department
shall reserve the right during any period
of emergency declared by the President
of the United States or by the Congress
of the United States to the full and
unrestricted use by the Government of
the surplus real property, or of any
portion thereof, disposed of in
accordance with the provisions of this
part. Such use may be either exclusive
or nonexclusive. Prior to the expiration
or termination of the period of restricted
use by the transferee, the Government
will not be obligated to pay rent or any
other fees or charges during the period
of emergency, except that the
Government will:

(i) Bear the entire cost of maintenance
of such portion of the property used by it

exclusively or over which it may have
exclusive possession or control;

(ii) Pay the fair share, commensurate
with the use of the cost of maintenance
of such surplus real property as it may
use nonexclusively or over which it may
have nonexclusive possession or
control:

(iii) Pay a fair rental for the use of
improvements or additions to the
surplus real property made by the
purchaser or lessee without Government
aid; and

(iv) Be responsible for any damage to
the surplus real property caused by its
use, reasonable wear and tear, the
common enemy and acts of God
excepted. Subsequent to the expiration
or termination of the period of restricted
use, the obligations of the Government
will be as set forth in the preceding
sentence and, in addition, the
Government shall be obligated to pay a
fair rental for all or any portion of the
conveyed premises which it uses.

(9) The restrictions set forth in
subparagraphs (1) through (7) will
extend for thirty (30] years for land with
or without improvements; and for
facilities being acquired separately from
land whether they are for use on-site or
off-site, the period of limitations on the
use of the structures will be equal to
their estimated economic life. The
restrictions set forth in subparagraphs
(1) through (7) will extend for the entire
initial lease period and for any renewal
periods for property leased from the
Department.

(d) Transferees, by obtaining the
consent of the Department, may
abrogate the restrictions set forth in
paragraph (c) for all or any portion-of
the property upon payment in cash to
the Department of an amount equal to
the then current fair market value of the
property to be released, multiplied by
the public benefit allowance granted at
the time of conveyance, divided by the
total number of months of the period of
restriction set forth in the conveyance
document and multiplied by the number
of months that remain in the period of
restriction as determined by the
Department. For purposes of abrogation
payment computation, the current fair
market value shall not include the value
of any improvements placed on the
property by the transferee.

(e) Related personal property will be
transferred or leased as a part of the
realty and in accordance with real
property procedures. It will be subject to
the same public benefit allowance
granted for the real property. Where
related personal property is involved in
an on-site transfer, the related personal
property may be transferred by a bill of
sale imposing restrictions for a period
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not to exceed five years frbm the date of
transfer, other terms and conditions to
be the same as, and made a part of; the
real property transaction.

§ 12.10 Compliance with the National.
Environmental Policy Act of 1969 and other
related acts (environmental impact).

(a) The Department will, prior to
making a final decision to convey or
lease, or to amend, reform, or grant an
approval or release with respe6 t to a
previous conveyance or lease of, surplus
real property for public health purposes,
complete an envirpnmental assessment
of the proposed transaction in keeping
with applicable provisions of the
National Environmental' Policy Act of
1969; the National Historic Preservation
Act of 1966, the National Archeological
Data Preservation Act, and other related
acts. No permit to use surplus real
property shall'allow the permittee to
make, or cause to be made, any

-irreversible change in the condition of
said property, andno use permit shall
be employed for the purpose of delaying
or avoiding compliance with the
requirements of these Acts. - I

(b) Applicants shall be required to
provide such information as the
Department deems necessary to make
an assessment of the impact of the
proposed Federal action on the human
environment. Materials contained in the
applicant's official request, responses to.
a standard questionnaire prescribed by
the Director of the Office of Federal
Property Assistance, as well as other
relevant information, will be used by the
Department in making said assessment.

(c) If the assessment revreals (1) That
the proposed Federal action involves
properties of historical significance
which are listed, or eligible for listing, in-
the National Register of Historic Places,
or (2) that A more than insignificant
impact on the human environment is
reasonably foreseeable as a result of the
proposed action, or (3) that the proposed
Federal action could result in
irreparable loss or destruction of
arch eologically significant items or data,
the Department will, except ls provided
for in paragraph (d) below, prepare and
distribute, or cause to be prepared or
distributed, such notices and statements
and obtain such approvals as are
required by the above cited Acts.

(d) If a proposed action involves other
Federal agencies in a sequence of
actions, or a group of actions, directly
related to each other because of their
functional interdependence, 'the
Department may enter into and support
a lead agency agreeinent to designate a
single lead agency which will assume
primary responsibility for coordinating

the assessment of environmental effects
of proposed Federal actions, preparing
and distributin'g such notices and"
statements or obtaining such apprqvals,
as are required by the above cited Acts.
The proc dures of the designated lead
agency will be utilized in'conducting the
environmental assessment. In the event
of disagreement between the
Department and another-Federal
agency, the Departmenf will reservethe
right to abrogate its lead agency
agreement with the other Federal
Agency.

§ 12.11 Special terms and conditions.
(a) Applicants will be required to pay

all external administrative costs which,
will include, but not be limited to, taxes,
-surveys, appraisals, inventory costs,
legal fees, title search, certificate or
abstract expenses, decontamination
costs, moving costs, closing fees in
connection with the transaction and
service charges, if any, made by State
Agencies for FederalProperty
Assistance under the terms of a
cooperative agreement with the
Department.

(b) In the case of offrsite property,
applicants will be required to post
performance bonds, make performance
guarantee deposits, or give such 6ther
assurances as may be required by the
Department or the holding agency to

, insure adequate site clearance and to
pay service charges, if any, made by
State Agencies for Federal Property
Assistance under the terms of a
cooperative agreement with the'
Department.

(c) Whenever negotiations are
undertaken for disposal to private
nonprofit public health organizations of

* any surplus real property which cost the
* Government $1 million or more, the-

Department will give notice to the
Attorney General of, the United States of
the proposed disposal and the terms and
conditions thereof. The applicant shall
furnish to the Department such
information and documents as the
Attorney General may determine to be.

.appropriate or necessary to enable him
to give the advice as provided for by
section 207 of the Act.

(d) Where an applicant proposes to'
acquire or lease and use in place
improvements located on land which the
Government does n6t own, he hhall be.
required, before the transfer is
consummated, to obtain a right to use
the land commensurate with the *

duration of the restrictions applicable to
the improvements, or the term of the
lease. The Applicant will be required to
assume, or obtain release of, the

Gov;ernment's obligations respecting the
land including but not limited to

-obligations relating to restoration,
waste, and rent. At the option of the
Department, the applicant may be
required to post a bond to indemnify the
Government against such obligations.

(e) The Department may require the
inclusion in the transfer orlease
document of any other provision
deemed desirable or necessary.

(If) Where an eligible applicant for an
on-site transfer proposes to construct
new, or rehabilitate old, facilities, the
financing of which must be
accomplished through issuance of
revenue bonds having terms
inconsistent with the terms and
conditiofs of transfer prescribed In
§ 12.9 (c), (d), and (e) of this chapter, the
Department may, in its discretion,
impose such alternate terms and
conditions of transfer in lieu thereof as
may be appropriate to assure utilization
of the property for public health
purposes.

§ 12.12 Utilization.
(a) Where property or any portion

thereof is not being used for the
purposes for which transferred, the
transferee will be required at the
direction of the Department:

'(1) To place the property into
immediate use for an approved purpose;

(2] To retransfer such property to such
other public health user as the
Department may direct;

(3) To sell such property for the
benefit and account of the United States,

(4) To return title to such property to
the United States or to relinquish any
leasehold interest therein;

(5) To abrogate the conditions and
restrictions of the transfer, as set forth
in § 12.9(d) of this chapter, except that,
where property has never been placed
in use for the purposes for which
transferred, abrogation will not be
peimitted except under extenuating
circumstances; or

(6) To make payments as provided for
in § 12.3(c) of this chapter.

(b) Where the transferee or lessee
desires to place the property in
temporary use for a purpose other than
that for which the property was
transferred or leased, approval from the
Department must be obtained, and will
be conditioned upon such termsas the
Department may impose. "
§ 12.13 Form of conveyance.

(a) Transfers or leases of surplus real
property will be on forms approved by
the Office of General Counsel of the
Department and will include such of the

- v
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disposal or lease terms and'conditions § 12.14 Compliance Inspections and §12.15 Reports to Congress.
set forth in this part and such other reports. The Secretary will make such reports
terms and conditions as the Office of The Department will make or have of real property disposal activities as
General Counsel may deem appropriate made such compliance inspections as are required by section 203 of the Act
or necessary. are necessary and will require of the and such other reports as may be

(b) Transfers of on-site property will transferee or lessee such compliance required by law.
normally be by quitclaim deed without reports and actions as are deemed
warranty of title. necessary.

Exhibit A.-Pubrc Bwee ftAffownce for Tanslr or RealiPoperty for HMM RPw

Orifhi~bii alowacasUtlIatiois aowancits

Basic tk',made Mawxim
Ckiasikctaon public Tax Acwede. HdstV kigrlid Oipaweif Public Trawk pubc

beet supom bon 10to 25% 26 Io 50% 511010% Re.ch SlirwoCio SMices Program Beneft
allowance program aoowance

Hosta 50 20 20 10 10 20 00 10 10 10 10 100
CMacs 50 20 20 10 10 20 30 _ 100
Nwsrg Homes o50 20 20 10 10 20 30 10 100
Public Health Admiaratrbon - 2100 ..... 100
Public Reluse Disposal and Wales '100 ...... = 100

R seastc =_100 ......... ...... T 100RehabicloFacalty. 50 20 20 10 10 20 30 10 10 10 10 100
Speai Services , 50 20 20 10 10 20 30 10..o10 , _ 100

'This pjbr benefit allowance applies only to spkis real propeily be* acid lor on-Me we, When axpkis ted propetty iso be rnowd from the *e. a basic mbic bei afomance
100% will be granted.

-Applicable when iths is the pimay use to be made 01 the property. the ptilic beneit Mowance lor the overall halt pogram is Appcable when wch faclibes, are corneyed as a minor
Component o1 other lfacies.

[FR Dbc. 80-33813 Filed 10-30-80: 8:45 amt
BILLING CODE 4110-12-M

INTERSTATE COMMERCE
COMMISSION

49 CFR Part 1056

[Ex Parte MC 19 (Sub-34)]

Household Goods Transportation
(Storage-in-Transit Charges)

AGENCY: Interstate Commerce
Commission.
ACTION: Affirmation of final rules.

SUMMARY: By this notice the
Commission affirms its jurisdiction to
prescribe a rule published at 45 FR
55465, August 20, 1980, requiring that
storage-in-transit (SIT) charges for
household goods moving in interstate or
foreign commerce be assessed in
amounts per day or a fraction thereof.
DATE: The rule adopted at 45 FR 55465,
55466 will become effective as
scheduled on November 18, 1980.
FOR FURTHER INFORMATION CONTACT.
Martin E. Foley, (202) 275-7348.
SUPPLEMENTARY INFORMATION: In our
decision of July 17, 1980, (see 45 FR
55465), in this proceeding, we indicated
that it was the contention of Household

Goods Carriers' Bureau, Inc., (HGCB)
that our notice of proposed rule (NPR) in
this proceeding (44 FR 30387) and its
revision (44 FR 75194) failed to give
proper reference to the legal authority
under which the rule was proposed. We
also indicated that HGCB had submitted
that the Commission does not have the
legal authority to adopt the rule. HGCB
has not provided us with an argument
supporting the latter submission.

In our July 17 decision we concluded
that it should have been obvious that we
were proceeding under 49 U.S.C
10102(23)(B), 10701(a) and 10704(a)(1) in
conducting our investigation of the
practice of assessing SIT charges in 30-
day increments. These sections were not
specifically referred to in our NPR or its
revision however, we felt that this
failure should not have precluded
petitioners from challenging our exercise
of jurisdiction. Since the sections had
not been previously referred to and out
of an abundance of caution we allowed
an additional 30-day period for the filing
of comments addressed solely to our
jurisdiction to prescribe the SIT
regulation adopted in this proceeding.

Two comments were filed within the
additional comment period which
support our position that the
Commission does have jurisdiction to
prescribe the rule and that adequate
notice of the legal authorities under
which the rule was proposed was
provided. These comments were filed by
the Commission's Office of Special
Counsel and Miller Brewing Company.
No comments were received which
argue against our position. Therefore, in
the absence of any compelling reason
why the adoption of the rule in this
proceeding was improper, we conclude
that the adopted rule be allowed to
become effective as scheduled on
November 18,1980.

Dated: October 17, 1980.
By the Commission: Chairman Gaskins,

Vice Chairman Gresham. Commissioners
Clapp, Trantum, Alexis, and Gilliam.
Agatha L Mergenovich,
Secretary.
IJFR M Y-...5 F1 : 13-0-- .C 8.45 am

WILLING COOE 7035-01-il
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 216

Taking of Marine Mammals Incidental
to Commercial Fishing Operations-
Permits, etc.

AGENCY: National Oceanic and
Atmospheric Administration (NOAA],
Commerce.
ACTION: Final decision and final rule.

SUMMARY: This final decision.
establishes regulations to govern the
taking of marine mammals incidental to
commercial tuna purse seine fishing in
the eastern tropical Pacific Ocehn (ETP),

.The regulations provide for a general
permit to be issued allowing the taking
of a maximum of 20,500 porpoises, as
apportioned into individual species and
stock quotas, for each of the five years
1981-1985. The National Marine -
Fisheries Service (NMFS) will monitor
the affected fishery and will take
appropriate action to reduce the

'maximum number of porpoises that may
be taken consistent with the economic
and technological feasibility of industry
compliance with such reductions. The-
regulations also set requirements for the
use of specific equipment and
procedures that NOAA believes will
continue to reduce the incidental
mortality'and serious injury of porpoises
due to commercial tuna seining in the
ETP.
DATES: The decision and revised
§ 216.24 become effective November 28,
1980. Applications for cer tificatel of
inclusion will not be. considered until
December 8, 1980. The agency
anticipates that a general permit will be
issued if appropriate on December 1,
1980. A Final Environmental Impact
Statement (FEIS) has been filed with the
Environmental Protection Agency
simultaneously with this decision and
can be reviewed by contacting Richard'
B. Roe at the address below.

ADDRESSES: Administrator; National
Oceanic and Atmospheric
Administration, Department of -
Commerce, Washington, D.C. 20230.,
FOR FURTHER INFORMATION CONTACT:
Richard B. Roe, Acting Director, Office
of Marine Mammals and Endangered
Species, National Marine Fisheries,
Service, Department of Commerce,
Washington, D.C. 20235. Telephone: 202-
634-7287. Office Location: Room 410,
Page Building 2, 3300 Whitehaven Street
NW., Washington, D.C.
SUPPLEMENTARY INFORMATION: On
February 15, 1980, NOAA published

proposed amendments to the regulations
governing the incidental taking of
marine mammtls in the ETP yellowfin
tuna fishery (45 FR 10556). The prpposal
and other relevant available information
were reviewed'in a formal hearing
before Administrative-law Judge (ALJ)
'Hugh J. Dolan held in San Diego,
Califoinia, from March 31 through April
5, 1980, and in Washington, D.C., on
April 14, 15, and 18, and May 19, 1980.
The following parties participated in the
hearing: The Committee for Humanb
Legislation and Friends of Animals
(CHL); The Marine Mammal
Commission (MMC); The Environmental
Defense Fund representing the Animal
Protection Institute, Animal Welfare
Institute, Center for Environmental
Education, Defenders of Wildlife,
Friends of the Earth, Fund for Animals,
Humane Society of the United'States,
Sierra Club, and The Whale Center
(EDF); the United States Tuna

- Foundation and American Tunaboat
Association (ATA); the Assistant
Administrator for Fisheries of NOAA;
and the Commonwealth of Puerto Rico.
The recommended decision of the ALJ
was issued on July 18, 1980. A notice of
availability was published on July 29,
1980 (45 FR 50375], and exceptions to the
recommended decision were filed on
August 8, 1980. In accordance with Rule
15 of the procedural rules published on
February 15,1980 (45 FR 10562), I am
now publishing the final decision and

* regulations governing the taking of
marine mammals incidental to
commercial fishing operations.

Decision of the Administrator

Background
This decisiorn is the latestin a series

of decisions concerning the interaction
of commercial yellowfin tuna fishing
and the incidental take of marine -
mammals in the ETP. Prior to 1960, the
most common method of fishing for
yellowfii tuna was use of a pole and
line. With the introduction of purse
seines in the 1960's came an unwanted
catch of dolphins that generally were
found in close association with the tuna.
Mortalities of dolphins increased
significantly from 1960 and prompted the
Congress to enact the Marine Mammal
Protection Act in 1972 (the Act). 16
U.S.C. 1361 et seq.

The Act was based on a concern that
certain species of marine mammals
were in dangee of depletion I and the

I The term "depletion" or "depleted" means any
case in which the Secretary, after consultation with
the Marine Mammal Commission and the
Committee of Scientific Advisors on Marine
Mammals established under sub-chapter 11 of this
chapter determines that the number of individuals
within a species or population stock-

belief that those animals should not be
allowed to diminish.below their
optimum sustainable population. a The
Act established a moratorium on the
taking and importation of marine
mammals (16 U.S.C. 1371), which can be
waived by the Secretary only if takings
would not be to, the disadvantage of
those species or population stocks. (16
U.S.C. 1373(a)) This determination must
be based on the best scientific evidence
available and must be consistent with
the purpose* and policies of the Act.
The Act further requires that the
Secretary must publish and make
available to the public certain
information dn the stocks and the
_impact'oflakings on the OSP of the
stocks on which takings are allowed, (10

*U.S.C. 1373(d)] These proceduial
requirements have been complied with
(45 FR 10556) and are republished here
for clarity (Table I). If takings are
allowed, the Act directs that "[i]n any
event it shall be the immediate goal that
the incidental kill or incidental serious
injury of marine mammals permitted in
the course of commercial fishing
operations be reduced to insignificant
levels approaching a (ero mortality and
serious injury rate" 16 U.S.C. 1371(a)(2).
The authority of the Secretary of
Commerce to administer the Act and
make these determinations has been
delegated to me. (D0 25-5A Section 301

.V. June 3, 1977]

(A) has declined to a significant degree over a
period of years;

(B) has otherwise declined and that If such
decline continues, or is likely to resume, such
species would be subject to the provisions of the
Endangered Species Act of 1973: or

(C) is below the optimum carrying capacity for the
species or stock within Its environment. Section
(3)(1).

'The Act defines optimum sustainable population
as:

... with respect to any population stock, the
number of animals which will result In the
maximum productivity of the population or the
species, keeping in mind the optimum carrying
capacity of the habitat and the health of the
ecosystem of which they form a constituent
element. Section (3](9).

A working definition of this term was published
in 50 C.F.R. Section 210.3 (1977] by the National
Marine Fisheries Service.

.. "Optimum sustainable population" Is a
population size which falls within a range from the
population level of a given species or stock which Is
the largest supportable within the ecosystem to the
population level that results in maximum net
productivity. Maximum net productivity is the
greatest net annual increment in population
numbers or biomass resulting from additions to the
population due to reproduction and/or growth
losses due to natural mortality.
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Table I.-/mpact of quotas for 1961-85 on the Slutus of Pbpoise Stocks

Estrnald Cment Evpefted
Species/stock (management uinl) curent SAt of stathn of

pOPLxabon p opibon' poptiabon at
in 1979 clo,e o4 196S

Spotteddopn (northeofshoe) .. 3,150000 063 072
Spotted dolplin (southern offshore) ---- ------ - 638,700 95 9?
Spotted doV - (coastal) - ----- ................ ....... . 19320 42 53
Spuire doW- (eastern) 418,700 27 34
Spinner doph (nort ern whitebely) --------................. 486 O 78 83
Spinner doW-n (southern whebe .. . 264 900 90 94
Common dolp (northern op44al) .. 216 900 97 92
Common dolphn (central tropical) .48,400 89 92
Conion dolphin (southern tropica ..................... 477,100 1 00 96
Strped doWp- (northern tropical) - -----....................... 50.600 Soo 97
Striped doli (central kopc -. ..... . .... - 213.000 99 19
Striped dolp(suther ntr lros. 483.000 100 100

Proporti n of pre-exploited stock sze.1ktcides assessments for non-U.& porpoise rmorlay
* Inekudes non-target Costa Rican stocl.
* Irncdes Baia nerOc

On December 27,1977, the National
Marine Fisheries Service (NMFS) issued
a general permit to the American
Tunaboat Association (ATA). This
general permit is subject to regulations
promulgated on December 23, 1977 (42
FR 64548), codified at 50 CFR 216.24. The
existing permit and regulations expire at
2400 hours, December 31,1980, unless
amended.

In anticipation of an industry request
for a general permit and regulations to
be applicable beyond 1980, NMFS
announced a scoping-planning meeting
and its intent to prepare a draft
environmental impact statement on
August 9,1979 (44 FR 46903). At the
scoping meeting, the agency also made
known its intent to convene a workshop
in La Jolla, California, August 27-31,
1979, to consider the current population
status of eastern tropical Pacific
porpoise stocks. The workshop was
intended to be similar to the one held in
1976, the results of which formed the
scientific basis for the existing general
permit and regulations. The 1979
workshop was expected to form the
scientific basis for any general permit
and regulations te be proposed for 1981
and beyond.

The 1979 Status of Porpoise Stocks
(SOPS) Workshop of scientific experts
took place as scheduled. The
availability of the report of the
workshop (the Report) was announced
on November 7,1979 (44 FR 64480).

The Report contained important new
information, some of which suggested
that the northern offshore spotted
porpoise stock was depleted. Because of
its obligation to review new information
periodically and modify existing
regulations as necessary to carry out the
purposes of the Act, NMFS published an
Advance Notice of Proposed
Rulemaking on November 23.1979 (44
FR 67194). In the Advance Notice, the

agency announced that it intended to
hold a formal hearing before an
Administrative Law Judge to address the
remainder of the 1980 season and the
1981 season. Although the Act does not
require a formal hearing to address
adjustments for the 1980 season, NMFS
determined that this was the best means
of reviewing the Report and other
relevant information.

On February 15,1980, proposed
regulations were published that included
statements required by Section 103(d) of
the Act. These proposed regulations
would amend the current regulations.
Simultaneously a Draft Environmental
Impact Statement (DEIS), filed with the
Environmental Protection Agency on
February 5,1980, was made available to
other Federal agencies and the general
public for comment. The February 15,
1980, proposal contemplated the
designation of northern offshore spotted
porpoise as a depleted stock in addition
to eastern spinner porpoises which are
currently designated as depleted. In
summary the proposed regulations
would amend the existing regulatory
regime to: (1) authorize the reissuance of
a general permit for the remainder of
1980 and 1981: (2) establish a revised
allowable take schedule for non-
prohibited species only for the
remainder of 1980 and 1981; (3) restate
the enforcement policy for accidental
takings of depleted species/stocks; and,
(4) amend gear, fishing procedure, and
other requirements.

In accordance with Section 103(d) of
the Act and the procedural rules
published coincident with the proposal
on February 15,1980, the proposed
regulations and all relevant available
information were reviewed on the
record in a hearing held pursuant to 5
U.S.C. 556 and 557 by an ALJ. The
hearing was conducted in San Diego.
California, from March 31 through April

5,1980. and in Washington, D.C. on
April 14.15, and 18, and May 19,1980.

The hearing focussed on the following
issues: (a) estimates of existing levels of
the species and population stocks of the
marine mammals involved in purse
seining yellowfin tuna; (b) the expected
impact of the proposed regulations on
the optimum sustainable populations of
the species or population stocks
involved; (c) the economic feasibility of
implementing the proposed regulations;
(d) the technological feasibility of
implementing the proposed regulations;
and (e) the impact of implementing the
proposed regulations on the tuna stocks.

The AU., Hugh J. Dolan, issued his
recommended decision on July 18,1980.
The recommended decision addresses
all of the issues raised by the parties at
the hearing, but does not reach a
conclusion as to the status of northern
offshore spotted porpoise stock or other
stocks in the ETP. Despite the lack of a
specific finding regarding depletion of
any stock, the findings in the
recommended decision strongly suggest
a finding of non-depletion for the
northern offshore spotted stock with an
OSP in the range of 50-70% of the pre-
exploitation population. Exceptions to
the AIJ's findings were submitted to the
Assistant Administrator for Fisheries by
EDF, MMC, CHL and ATA on August 8,
1960.

Summary of the Decision

I find. based on the record of the
hearing, the ALJ's recommended
decision, the exceptions filed thereto
and the Environmental Impact
Statement that the northern offshore
spotted porpoise stock is not depleted
and that an allowable take of these
animals will not be to the disadvantage
of the stock or population as a whole. I
find that the eastern spinner and the
coastal spotted porpoise are depleted
and no taking, other than that allowed
under the accidental take policy, will be
allowed. As to the remainder of the
target stocks of porpoise in the ETP, I
find that they are not depleted and that
allowable takes will not be to the
disadvantage of those stocks or
populations as a whole. I further find
that an annual quota of 20,500 is
economically and technologically
feasible and should be set for five years
(1981 through 1985). 1 am directing the
NMFS to monitor the activities of the
tuna industry to determine whether it is
technologically feasible to reduce
further this quota during the next five
years.

The record before me indicates that
allowable incidental taking over the
next five years will allow growth in

72179
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most non-depleted porpoise stocks in
the ETP (See Table I). The 20,500 quota
is a significant reduction as compared to
quotas for the last three years. It is
reflective of the industry's continued
improvement in release of porpoises anfd
demonstrates the industry's commitment
to reduce mortalities. The quota of -
20,500 for each of the next five years
does ndt assume that the industry will
not reduce mortalities further~but rather
is based on the record before me which
demonstrates that the quotas will not be

-to the disadvantage of the affected
stocks and are currently both
technologically and economically
feasible.

The record indicates that the northern
,offshore spotted stock will increase in

size even if all of the mortalities in any
given year were to be from this stock.
Northern.offshore spotted is the largest
population ir the ETP and the maximum
replacement yield is over 100,000
animals per year. The maximum
replacement yields for other-stocks in
the ETP for which takings will be
allowed are also well in excess of the.
maximum take allowed for those stocks.
There is no evidence which suggests
that this growth trend will change.,
However, in the event that new
evidence is discovered or 'that the
continuing rdfinement of the NMFS
resource assessment data suggests that
takings may disadvantage any of these
stocks, I am prepared to propose further
amendments to the regulations, as was
done in 1980. To insure that there will be
no disadvantage to the stocks I am
directing NMFS to continue to monitor
and assess the status of all stocks in the
ETP and to make a complete assessment
of these stocks no later than 1984. If the
evidence from that workshop or
evidence developed prior to that
workshop suggests that the takings of
any stock may be to the disadvantage of
the animals, NMFS will propose
modifications to the regulations further
to protect the populations. ,

In reabhing my decision I have only
adopted parts of the ALJ's recommended
decision. Those parts of the
recommended decision adopted are
specifically referred to in my decision.
Those parts that are not specifically
adopted are rejected.

To make the disadvantage
determination I have followed the
approach used by the 1976 and 1979
workshops which requires an
assessment of: (1) present abundance;
(2) pre-exploitation stock size; (3)
Optimum'Sustainable Population (OSP);
and (4] projected impact of takings. In
summary, I find that the ratio of present
population of northern offshore spotted

(3.15 million to their pre-exploitation
population (5.03 million) is above the
lower end of OSP (60%). I find further
that an allowable annual take of 20,500
hnimals in the aggregate will not
disadvantage the stocks andis
technologically and economically
feasible. The application of my findings
to other stocks under consideration,
results in the eastern spinner and
coastal spotted stocks being depleted,
and the other ten not being depleted.
Each of these parameters and the
evidence supporting my conclusions are
discussed below.
Detailed Findings

A. Present Abundance. There is no
dispute that it is proper to calculate the
present abundance of each porpoise
stock by a computer model that
combines the following factors:

(1) the mean size of porpoise schools;
(2) the density of porpoise schools in

the inhabited area;
(3) area inhabited by stocks in the

ETP;
(4) the proportion of schools that are

"target" schools (i.e., spinner or spotted
porpoise); and .

(5) the proportion of target species
within target schools.

All of the factors of the formula to
compute present abundance were at
issue in the hearing.

- The Basic Data

The critical evidence for all of jhese
factors is the data used to.mdke the
estimates. The four data sources in the
record are-observers, tuna vessel
records, aerial surveys, and research

,vessel surveys.
The observer data are recorded by

Federal observers on tuna vessels.
Those data are recorded on observer
logs, which are sent to the Southwest
Fisheries Center (F/SWC) for analysis.

Tuna vessel data are recorded by
vessel employees who are required by
the existing regulations (50 CFR
216.24(d)(3)(v)) to record the number,
location and the size of the schools they
encounter. These data are recorded on
fishing logs which are forwarded to F/
SWC for analysis.

Aerial survey data are collected by
NMFS spotters from fixed wing aircraft.
Aerial surveys were conducted in 1977
and 1979. Three spotters in each
airplane collectively observed all
porpoise schools and the size-of the
schools they encountered on a
predetermined flight track. Due to the
.planes' limited range, only the eastern
ETP was surveyed.

The research vessel surveys were
* conducted by the NOAA vessels

Cromwell and the Jordan in 1977, 1979

and 1980. Porpoise school observations
are collected from the bridge of the
research vessels and like the aerial
survey record, the data reflect the
number and size of the schools
encountered on a predetermined track
line.

All these data are'important as
indicators of the presentpopulation size
of the porpoise stocks in the ETP. Their
use and the weight to be given to each
data set were the subject of
considerable controversy at the hearing.
Each data set will be discussed in
connection with the different elements
that comprise the formula to estimate
present abundance.

1. Mean School Size. The average
school size in the population area may
be determined by using any or-all of the
four data sources just described. The
mean school size derived from each of
these sources varies greatly. As the
present population estimate and the pro-
exploitation size depend to a great
extent on mean school size estimates,
their accurate calculation is crucial in
determining disadvantage.

Each of the data sets that can be used
to estimate mean school size has some
bias. However, it is my judgment that
the NMFS aerial survey data represents
the best available scientific estimate of
mean school size. This results in a mean
school size of 201 animals. The basis for
this judgment is set forth in the
following paragraphs.

(a) Observer Data. There is record
evidence that the observer data are
biased, but there is no record evidence
to establish how to correct for the bias
in that data. Evidence indicates that
tuna vessels selectively search for larger
porpoise schools and, although
observers record the schools accurately,
they do not have the opportunity to see
as many smaller schools, thereby
biasing mean school size estimates
upwards. (NOAA 29)3 The 1979
workshop concluded that observer data
were not statistically valid because thly
result in mean school size estimates that
are'2 to 4 tiriies higher than the lnean,
school size derived from the aerial and
vessel survey data (419-857]: and
therefore should not'be used to compute
mean school size. (NOAA 52) J have
concluded on the basis of the record that
the 1979 workshop was correct in
excluding the observer data in view of
its inability to correct for the bias in it.

3Citations in this decision are to exhibits
introduced at the hearing. Citations to the transcript
are made by the location of the hearing (San Diego
or Washington) and the page number. Citations to
the recommended decision are by findings or page
number. Citations to the briefs of Ihe parties atr by
name of the party and reference to the opening or
reply brief.
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While I have considered the arguments
of the industry, accepted by the All
that the data should be used, I cannot,
on the basis of the record before me,
quantify the bias, nor can I conclude
that giving the average of observer data
equal weight with the averages of the
data from the aerial and vessel surveys
is scientifically supportable.

.b) Tuna Vessel Employees. In
addition to those biases noted for the
observer data, there is substantial
evidence that the tuna vessel employees
do not record accurately the number of
porpoises in the schools that they see.
(NOAA 29) In addition, there is
evidence suggesting that tuna vessel
employees often do not count smaller
schools at all. (NOAA 29] The effect of
this is to introduce a bias into the data
identical to that described in the
preceding section on observer data.
These data were also rejected by the
workshop and in fact were not
supported as useable data for school
size estimates by any party to the
proceeding. I find that these data are not
the best scientific information available
and therefore should not be used.

(c) Research Vessel Data. There were
a total of four research vessel surveys
which produced school size estimates in
the record. In 1977. two cruises by the
Cromwell and Jordan produced
estimates of 137 and 186 respectively.
The Cromwell cruise spent some time in
the southern extreme of the ETP which
is an area of lower density for
porpoises. The Cromwell and Jordan
data for 1979 were collected in the so-
called inshore area (the area covered by
the aerial survey) and the outside area.
The cruises resulted in estimates of
mean school size of 115 for the Jordan
and 151 for the Cromwell. Two biases
for these data are suggested by the
record. The first is that the two vessels
have bridges at different heights from
the water and therefore the data may
not be compatible. I find that there is
substantial evidence in the record to
show that this bias was accounted for.
(SD 446-7. EDF/RB 5-6, NOAA/OB 25,
NOAA 29: 37) The second is that the
research vessels are- slower than the
tuna vessels and porpoise, particularly
ones that have already been captured,
may avoid any vessel. There is no
evidence in the record to quantify this
bias. These data were not used by the
workshop for estimating mean school
size, although they reinforce the
accuracy of the aerial survey data. The
workshop excluded the use of these
data because they were not as reliable
as the aerial survey data. I find that
their exclusion, because of the
uncertainty resulting fronr the speed of

the research vessels, is supported by the
record and that they are not the bebt
available scientific evidence to estimate
school size.

(d) Aerial Surveys. As indicated
above, I have concluded that these data,
which result in an estimate of 201, are
the best data to derive mean school size.
These data could be biased by adverse
weather conditions causing lower
estimates, and the inability of the aerial
spotters to count submerged porpoises.
There is evidence in the record on each
of these potential biases.

The 1979 aerial survey was conducted
by flying a plane on a predetermined
trackline. If a school was seen off the
trackline the plane would fly over the
school and count the number of animals.
Photographs were taken of some of the
schools in order to validate aerial
observers' ability to count accurately.
Photos were taken in a time sequence so
that all of the animals would be out of
the water in one or more photos. This
evidence demonstrates that the aerial
observers can accurately count what
they and the camera see independently.
A second study (the so-called Gina
Anne cruise in 1980) was conducted to
determine if the camera recorded all of
the porpoises in the school. (NOAA 76)
After taking photos of the school from a
helicopter and making visual estimates
of school size, the school was set on and
captured by the Gina Anne. The.
porpoises were released from the net
during an extended backdown
procedure and counted. This study
demonstrates a high correlation
between the photographic evidence and
the actual number of porpoises in the
school. It is my conclusion that the 1979
aerial survey data has a high degree of
accuracy, and is the best available
scientific evidence to determine mean
school size.

2. Density of Schools. Density is the
average number of schools found in a
grid of 1,000 square nautical miles (nm-".
It is used as a multiplier of mean school
size and is of equal importance with it.
Even small errors in density can have a
significant impact on present population
size.

The 1979 workshop divided the ETP
into an "inside" and an "outside" area,
finding the former to have a density of
12.02 schools/1,000nm 2 and the latter a
density of 6.26 schools/1,000nm2 These
densities were derived by calibrating
the results of the 1979 aerial survey on
the inside area to the results of research
vessel surveys of both areas by the
vessels Jordan and Cromwell. (NOAA
60:13-15; NOAA 52:17-19; NOAA/OB
11-25; EDF/OB 4-33; EDF/RB 3-8; EDF/
EX 3-9) 1 conclude that the density
estimate of the inside area in the 1979

workshop (12.02) is the best scientific
evidence in the record. For the outside
area, further refinement of an analysis
introduced at the hearing results in the
outside density estimate of 7.97. This is
consistent with the ALJ's finding that the
outside density was "underestimated"
by NMFS. (Finding 116) As the
arguments for the inside and outside
densities Adiffer, the remainder of this
section will treat each separately.

(a] Inside. The inside area is
determined by the range of an airplane
capable of flying at slow speeds. It has
no biological or ecological significance.
The basic assumption of the aerial
survey is that all large porpoise schools
(those of more than 15 porpoises) on the
airplane trackline are seen. (NOAA 60:
314, NOAA 29: 57--60, SD 366,389] This
assumption was the focus of most of the
testimony on density.

The agency presented scientific
opinion to show the correctness of its
assumptions that schools do not move in
response to the aircraft prior to being
spotted and that the aerial sightings are
independent events and are not biased
by prior sightings. In addition, the
agency submitted evidence to show that
no biases could be demonstrated that
were due to weather (sea state) or
sunglare and that sighting conditions
were similar in all statistical areas.
(NOAA 52 18-19, NOAA 29: 9-11)
Factual and opinion evidence was
submitted by Lt. Cmdr. Wayne
Perryman to show that all large schools
directly on the trackline were spotted.
(SD 766-821) To counter this evidence, -
Gordon Broadhead, the industry expert
and a former PBY pilot, argued that
schools were missed on the trackline
and that this did have a biasing effect
and that the inside density should be
raised from 12.02 to 23.4 schools/l,000
run 2 (SD 921-922. ATA 39: 7.15-15, SD
7s6-821)

NMFS's witness, Dr. Tin Smith,
examined sea states by dividing the
inside area into two areas, a "coastal
band" and "offshore band." He noted
that Beaufort 23. and 4 conditions were
more or less evenly distributed within
the coastal band. This testimony shows
that estimates of density for Beaufort 2,
3. and 4 sea states are approximately
equal and, therefore, sea state does not
have an effect. I conclude that Dr.
Smith's analysis of weather effect is
uncontroverted and is the best evidence
in the record. (See also NOAA/OB 18-
20; EDF/OB 5-15).

With respect to sun position, Dr.
Smith analyzed densities for the four
sun positions recorded by the observers
in the 1979 aerial survey. The estimated
densities by sun position do not show a
consistent trend as might have been I
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expected if sun position had an effect. -
The ALJ found that sun glare does not
have an effect. (Finding 15) His finding
is supported by the record.

Finally, it is my judgment that the
suggested bias for aerial obseiver
differences is not substantial and that
the proferred correbtion for it will not
significantly affect the data. -

(b) Outside. The outside density was
computed by the 1979 workshop using
the Cromwell, Jordan and the aerial
survey data. NMFS showed that the
vessel data which were collected in the
inside and outside areas indicated a
density gradient of approximately 2 to 1,
inside to outside. It then applied this
gradient to the aerial survey estimate of
the inside density to arrive at the
-outside density.

The industry countered this approach
by arguing that a gradient based on a
ratio of outside and inside research
vessel data tended to Was the outside
derisity downward. The industry argued
that the 1979 Cromwell cruise spent too
much time in areas of known low
ddnsity around the Equator. It suggested
on brief that these data should be
excluded as biased, and as a result, the
outside density should be increased to
10.60. (ATA/OB 40-45) Its testimony on
this point attempted to correct the
Cromwell data mathematically, resulting
in a density of 9.48. (ATA/OB 48)

When Dr. Tim.Smith's analysis of
"offshore" and "coastal bands" is
applied to the inshore/offshore gradient,
it changes the 1979 workshop estimate"
of an approximately 2 to 1 density ratio
(inside to outside) to 3 to 2. Both the
methodology and the data on which to
apply it are in the record, although the
actual analysis on research vessel data
is not. This methodology represents a
significant refinement to the outside

,density determination and results in an
increase in the outside density to 7.97.

Two potential biases remain to be
addressed. The ALJ found that a bias*
resulted in the research vessel surveys
because the two vessels were not
identical. I find that the evidence in the
record indicates that the calibration
exercise accounted for this potential
bias by keeping data from the two boats
separate. As to the remaining potential
bias, I find that the industry's argument
that in 1979 the Cromwell spent too
much time along the Equator, which is a
low porpoise density area, does not
have merit. In order to determine
density, the research survey had to fake
a representative sample of the entire
area inhabited.

3. Area Inhabited. In the population
estimatiori model that all parties used,
the estimate of the total number of
porpoise is obtained by multiplying

density times the mean school size times
the total area inhabited by the stocks. I
have concluded that an area-of 3.6
million nm2is the best available
scientific estimate of the area inhabited
by all stocks.

In the 1976 workshop, this area was
taken to be, the known historical range
inhabited by each stock and was
estimated from plots of locations where
schools had been sighted from a variety
of platforms. (NOAA 1) The 1979
workshop took the same basic
approach, using accumulated sightings
from research vessels to eliminate
regions where porpoise were suspected
but where none was-revealed in the
survey. (NOAA 60:18) Tuna vessel data
from 1977 to 1979 were not used because
they had not been analyzed and edited
priolto the 1979 workshop. (SD 272-274)

The industry made two arguments: (1)
the area of each stock was larger within
the ETP and (2) the overall range was
larger than recognized by the workshop.
The industry introduced evidence of
porpoise sightings by'research vessels
beyond the range used by the 1979
workshop. (ATA 41) the agency
countered this argument with the
explanation that the gradient theory
suggested that if the ETP were further
stratified the density of porpoises in the
far western range would decrease and
hence the impact of these far western
sightings would be insignificant:
, The industry also argued that the

stock ranges within the total range were
greater than those used by the 1979
workshop. It argued that the 1977, 1978,
and 1979 observer data showed greater

-ranges of individual stocks. (ATA/OB
22) The agency admitted that these data,
had not been used by the workshop
(NOAA/85:4a), but introduced an
analysis of those data at the hearing
(NOAA'71, 72 and 73) and argued that
the data did not support extended stock
ranges._

It is my judgment that the basic
assumption that density increases
nearshore and decreases offshore is
supported by the evidence. As there is
an inverse relationshipbetween the
western extension of the area inhabited
and the number of porpoise schools
sighted, far western sightings would
only decrease the outside density if they
were properly computed. Therefore, the
net effect would be an insignificant
increase in population size.

4. Proportions of Stocks. The three
elements just discussed will only
provide the number of porpoises in the
aggregate. In order to determine the
pioportion of the aggregate that are
attributable to-each stock the 1979
workshop employed a two step process:
(a) calculation of the proportion of all

schools that are target schools (I.e, those
that are fished on): (b) apportionment of
target shools into component target
stocks.

(a) Proportion of all Schools that are
Target Schools. I conclude that the 1979
workshop approach to the proportion of
all schools that are target schools Is the
best available scientific evidence. The
1979 workshop utilized data from the
aerial and the research vessel surveys to
determine the proportions of all schools
which were target schools. (NOAA
29:48) The industry challenged NMFS'
failure to use the observer data in
determining the proportions of all
schools which were target schools. (SD
929) The agency introuced evidence
indicating that this calculation depends
on an assumption that vessels from
which the data are collected search for
all species in a random manner. (SD
460-461) Tuna vessel observer data
were not used because NMFS belived
that the tuna vessels selectively search
for target schools and ignored non-target
schools. (NOAA 29, pp. 72-73; SD 460-
461) 1 find this approach is proper.

(b) Apportionment of Target Schools. I
conclude that the 1979 workshop
approach to apportioning stocks withifi
target schools is the best available
scientific evidence. To determine the
specific stocks il target schools, the
1979 workshop relied on the research
vessel data in 1977 and 1979 and the
tuna vessel observer data from 1977 to
1979. (N"OAA 29) Aerial survey data
were not used for the more detailed
proportions-because of difficulties in
identification from the air. (Id.)

The industry did not counter the use
of observer data to determine specific
stocks and populations in target schools.
EDF did not submit evidence but argued
that if the observer data biases were
correct, the use of such data in
determining apportionment of stocks
within target schools overestimates the
current-population of northern offshore
spotted porpoise stock. (EDF/OB 43)
EDF pointed to the 1979 workshop
alternative approach to consider species
proportions in target schools and the
Inter-American Tropical Tuna
Commission (IATrC) calculation of the
same parameter, arguing that they are
similar and are the best scientific
evidence in the record. Despite EDF's
contention that two calculation are
better than one, the 1979 workshop
chos to use observer data in
combinationwith the research vessel
datd in making its calculation. It did this
fully apprised of the deficiencies in the
observer data. I have concluded that
there is no strong evidence contrary to
the workshop's scientific judgment and
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that it is the best scientific evidence
available.

5. Summary of Present Abundance.
The findings in the preceding section
result in a present population for
northern offshore spotted porpoise of
approximately 3.15 millioh animals.
Though this is somewhat higher than the
1979 workshop estimate of 2.7 million,
the findings above are generally
consistent with the workshop
conclusions, with the exception of the
outside density. There are a number of
uncertainties in predicting accurately
the present abundance of the porpoise
populations in the ETP. The model used
and the data applied have, for the most

.part, resolved those uncertainties in
favor of the porpoise populations. This
inherent conservatism is important in
order to ensure that takings will not be
to the disadvantage of the stocks as a
whole.

B. Pre-exploitotion Abundance. Once
present abundance for each stock is
estimated, there must be a "back
calculation" in order to determine the
abundance of each stock in the first year
the stock was exploited to a significant
extent. 1959 is the year that the industry
began using purse seines on a large
scale, and most of the porpoise stocks
are assumed to have been at their
maximum size (by number and area) in
that year. Back calculation involves a
theoretical addition to present
abundance of all porpoises imcidentally
killed since 1959 and a subtraction of the
number of net recruits added to the
stock in the interim years. The addition
of historically killed porpoise involved
three areas of controversy: number of
sets in the early years of the fishery; kill
per set; and, the species composition of
the porpoises incidentally killed. The
subtraction is determined solely by
reference to an estimated maximum net
reproductive rate for ETP porpoises,
known as "Rnax".

1. Additions. a. Number of Sets. An
estimate of the number of sets by the the
tuna fleet between 1959 and 1979 is used
to establish the total number of fishing
mortalities to be added to the present
population. This is derived using
historical records from IATTC
Logbooks.

For the 1971 season and beyond, the
1979 workshop used data that NMFS
had collected. These data are for the
most part uncontested. The data for
1959-70 from the Inter-American
Tropical Tuna Commission show 3 types
of sets-on porpoise, not on porpoise.
and unknown. (NOAA 27 and NOAA
52) The workshop used a proportion of
the number of sets from 1959 to 170 that
were either on porpoise or not on
porpoise. It then applied this proportion

to the unknown sets. The industry
introduced evidence from Dr. Allen of
the IATrC to show that this assumption
was incorrect and that by using IATTC
data, a more accurate estimate of the
unknown sets could be made. (ATA 42)

The industry argued that NMFS
overestimated the number of sets in the
early years by 6500. It based this
argument on evidence submitted by Dr.
Allen. These data were not available to
NMFS prior to the hearing. (ATA 2) In
an attempt to resolve the matter. Drs.
Smith and Allen and Mr. Alverson
convened a scientific working session
after the hearing. Their report to the ALJ
was inconclusive and reiterated the
original positions of the parties. (Letter
to Dolan May 16,1980& See also NOAA
85:7-8; NOAA/OB 37-39; ATA/OB 51-53;
EDF/OB 53-458; MMC/OB 21-23)

On the state of the record, Dr. Allen's
analysis is a better analysis of the early
sets than the methodology applied by
the workshop. This analysis is based on
historical data not previously available
and reflects with greater accuracy than
the NM estimate the actual fishing
effort in the 1960's. From this analysis, I
have concluded that the workshop
overestimated the additions to the stock
by 6500 sets. These data should be
further refined in the future but the
analysis as it was introduced in the
record is superior to the arbitrary
apportionment applied by the workshop.
In addition, it is based on data. which
before the hearing had not been made
available to NMFS to assist in its
estimation of historic kills. I conclude
that it is the best available scientific
information.

b. Number of porpoises killed in each
set. In order to estimate the total number
of additions, it is also necessary to
determine the number of porpoises
killed in each set. Like the estimate of
number of sets, good data exist for the
1971-79 period. Hbwever, little or no
data exist for the 1959-70 period. Three
factors are important-the data used to
derive the estimate of kill per set; when
and to what extent backdown was
introduced in the fleet: and the
treatment of serious injuries,
unobserved injuries and cryptic kill.

i. Data. The 1979 workshop used data
points from 1972,1971,1968,1966 and
1964 to estimate the kill per set of sets
for two vessel sizes, for successfut and
unsuccessful sets, and for sets with and
without backdown. Because the
workshop had substantially more data
from 1971 and 1972 than from the other
years and treated all the data equally.
the data are skewed toward the 1971
and 1972 data. During the course of the
hearing differences in those data were
resolved and presented in a document

proposed jointly by NMFS and the
industry. (NOAA 87) Therefore, I have
concluded that the best available -
scientific evidence is the kill per set
figure in this exhibit.

ii. Introduction of Backdown. Since
the kill per set estimates have a higher
number of mortalities for sets without
backdown than with, it is important to
assess which sets used backdown and
which did not.

The'workshop concluded that the fleet
used the backdown technique on 80% of
the sets in 1964 and that the 80% was
achieved linearly over these six fishing
years from 1959. (NOAA 27] This
conclusion differs from the 1976
workshop which concluded 100% in 3
years. This change was a result of the
discovery of one letter (the Lopes letter,
ATA 14), which establishes 80% use of
backdown by one vessel on 110 sets in
1964. The industry did not present
evidence to conclude otherwise but
argued that the 1976 workshop was a
more reasonable approach.

The 1976 workshop assumed 100% in
three years based on interviews with
people familiar with the fleet. (NOAA
27:4-5) The industry presented evidence
(Alverson SD 569 Lines 15-23) that the
fleet did adopt the backdown procedure
between 195-62 and that the
calculation should be amended to take
this into consideration.

The issue here requires a factual
determination. The competing views are
the opinion of the industry's expert, Mr.
Alverson, that there was an exponential
rather than linear introduction of
backdown reaching the 80% mark in
1964, versus the written and oral
testimony of an agency scientist that a
straight line drawn between two data
points, zero in 1959 and 80% in 1964, is
reasonable. Neither Mr. Alverson nor
the agency witness on this point had
any extensive experience on tuna
vessels during the period, and the
industry did not put a skipper on the
stand to argue that there was a rapid
introduction of backdown over the
period 1959-1964. The existence of the
Lopes letter is meager evidence on
which to base the agency's assumption.
Lopes saw only 110 sets on one vessel.
He did not appear at the hearing, but
there is no evidence in the record
challenging the authenticity of the letter.

The evidence in the record suggests
that the industry did go to 80% earlier
than the linear approach used by the
workshop. Therefore I have concluded
that the industry employed backdown in
80% of all sets by 1962 and introduced
backdown linearly from 1959 to 1962.
Thereafter. it used backdown 80% of the
time for 1962,1963 and 1964.

72183



72184 Federal Register / Vol. 45, No. 213 / Friday, October 31, 1980 / Rules arnd Regulations

iii. Serious Injury. In calculating kill,
the basic assumption is that some or all
of the injured animals die, resulting in -
an increase in overall mortality. This
parameter is of minor significance to the
formula, butcan be used to
accommodate for cryptic kill (i.e.,
unobserved mo)rtalities resulting from
the stress from chase and capture not
occurring until after the animals are
released from the net).

NMFS'argued that the proper
assumption was to include as
mortalities all seriously injured animals,
as this took into account cryptic kills
and unobserved injuries. The industry
argued that the assumption was
incorect and offered an alternative
calculation to show how serious injuries
could be taken-into account. (ATA 37)

The ALJ found that it was reasonable
to assume that not all animals seriously
injured died, but was unable to - -
apportion serious injuries as mortalities
or survivals. (Finding 65) He went on to
find that there was no evidence to
quantify cryptic kill. (Finding .6) He
concluded that the workshop approach
of considering all serious injuries as
mortalities was correct, because this
took into account cryptic kill and
unobserved injury. I adopt the
conclusions of the ALJ on thispoint.

(c) Apportioning Higtoric Ill. Once
there is a determination of how many
animals were killed, it is still necessary
to apportion the kill by species. The 1979
workshop used a-species proportion
based on the 1971 and 1972 kill figures
and applied that proportion to the
number of kills in the 1959-70 period..
The industry argued that data from
1959-70 should be used to make the
apportionment.

The industry submitted an analysis
covering the period i959-70 based on Dr.
Allen's data in which there were 6,500
fewer-sets on porpoise. (ATA 42,
Appendix 4) The industry's witness
testified that the fleet had expanded its,
geographical range to the west from
near shore areas throughout the 60's.
(ATA 42) It then went oh.to argue that
the species mix inshore and offshore
varies and would result in different
mortality figures for given stocks
depending on the area fished. There was
no cross examination of the industry's
witness on this point.

The NMFS approach to apportionment
is not consistent with the westward
progression of the fleet. It assumes that
the stocks fished on in 1970 and 1971
were the same as for the prior 10 years.
This would be-true if the early fishery
(1959-69) was in the same area as the
1970 and 1971 fishing areas or if the
stocks were evenly distributed in all

areas. Neither assumption is consistent
with the evidence.

ATA 42 provides an analysis of the
western movement of the fleet and the
gradually increasing involvement of the
northern offshore spotted stock in the
fishery. From the chartspresented I
'have concluded that the fleet could not
have.taken this stock in the numbers
derived from the 1970-71 ratio. ATA 42
also'provides an alternative estimate of
this impact. (ATA 42:83) These data
admittedly are not as precise as they

- could be given further refinbments in the
calculation, but they are substantially
bettter evidence than that used in the
1979 workshop report and are the best
available scientific evidence. ATA 42
indicates that 1,348,814 fewer northern
offshore spotted porpoises were killed
than the 1979 workshop indicates. This
is a result of the 6500 set overestimation
discussed above and a comparison of
the fleet's activity in the early years in
relation to the nearshore range of the
northern offshore spotted porpoise. The
workshop in making its analysis of the
spotted data concluded that all spotted
were northern offshore spotted porpoise.
ATA 42 concludes that the majority
were coastal spotted beuause the fishing
effort was in their range and not the
range of the northern offshore spotted.
The effect of this is that 670,000 coastal
spotteds were caught in the early years
of the fishery.

These data can only be used for the
apportionment of kills of northern
offshore and coastal spotted porpoise.
Since this information provides a
specific number of coastal and northern
offshore spotted porpoise killed, it is
unnecessary to make findings for those
stocks on number of sets and on kills
perset. Number of sets and kills per set -
are only necessary for those stocks that
do not have specific evidence. There is
no other evidence in the record
regardihg historical apportionment of
kills for the other stocks in the ETP.
Therefore the apportionment used by
the 1979 workshop is the best evidence
in the record to apportion stocks other
than coastal and northern offshore
spotted.

2. Subtractions. Once the number of
historic kills is determined, it is
necessary to estimate the number of
animals added to the p6pulation

- annually. This is computed by
determining the maximum rate of
reproduction for the stock. This number
is subtracted from historic kills to arrive
at the overall-number to be added to the
present population.

(a) Rmax. Rmax is the maximum rate
- of net reproduction by ETP porpoises on
'an annual basis. Rmax is derived by
subtracting natural mortality from the

gross annual reproductive rate. As noted
above, this figure is used in the back
calculation to determine pre-
exploitation stock size. In the event a
tock is not depleted, Rmax is also used

to determine the replacement yield from
.which the applicable'quota is
determined. (NOAA 56)

The 1979 workshop determined that
every Rmax in the 0-4% range was
equally likely. This conclusion is based
on the workshop's rejection of the 1976
workshop comparison to dolphin stocks
near Japan and adoption of the view
that no cetaceans have a known Rmax
in excess of 4%. (NOAA 52) The industry
pointed out severdl deficiencies In the
data used in the 1979 workshop,
specifically the statement with respect
to no record of cetacean Rmax's above
4%. (ATA 38)

The industry argued that there was no
evidence to suggest a change from the
range of 2-6% adopted by the 1976
workshop and that the appropriate level
could be as high as 6-10%. (ATA 38) The
industry's witness pointed to several
data sources to support his conclusion
that Rmax's for other cetaceans were
higher than the workshop estimate,
NMFS countered this by presenting and
analyzing life history data for marine
mammals. (NOAA 52: 37-43) Other
submissions pointed out difficulties in
the way industry had relied on data
showing higher Rmax estimates for
other cetaceans. (MMC/OB)

The ALJ found that the Rmax was 4%
and based his finding on the 1976
workshop report (NOAA 1) which
concluded that Rmax could be from 2-
6%. (Findings 137-143)

The 1979 workshop based its estimate
on comparisons to known data for
terrestrial mammals and some data for
large whales. The lower qnd of the
range, 0%6-2%, reflects a concern, over
the effects of cryptic kill. The workshop
took this into account in the serious
injury mortality figures and its addition

'here would be overly conservative. The
remaining portion of the range, 2-4%, is
a more accurate estimate. The workshop
concluded that scientifically any Rmax
from 0-4% is equally likely, The ALJ's
judgm6nt was that 4% was the correct
point estimate betause he saw no
reason to deviate from the 2-6% in the
1976 workshop. Which level of Rmax is
appropriate requires an assessment of
the expert opinions of the witnesses at
the hearing. I conclude that the ALJ's
assessment of the evidence is correct In
that the evidence does not convince me
that an Rmax of 2% has greater support
than the midpoint of the range (4%) used
in my 1977 decision. (Findings 136-143)
Therefore, I find that an Rmax of 4%, as
supported by the scientific conclusion of
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the workshop, is the best available
scientific point estimate.

3. Summary of pre-exploitation stock
size. A computation of the findings
above results in a pre-exploitation stock
size for northern offshore spotted
porpoise of approximately 5.03 million
animals.

C. OSP. Optimum Sustainable
Population is the standard by which a
determination of disadvantage to a
porpoise stock is made. The standard
has been expressed as a range, which is
a measure of the health of the various
porpoise stocks relative to their
environment. (NOAA 52 and NOAA 56)

When a population is below OSP, it is
depleted. The upper end of the range of
OSP is a stock size in relation to the
original unexploited stock, that is, the
maximum number of animals that the
ecosystem can support. This is
expressed by a percentage of original
stock size.

The significant issue at the 1980
hearing involved determining the lower
end of OSP. The lower end has been
expressed as a range, so that the focus
is on a range within a range. The lower
end is determined theoretically by
estimating what size stock in relation to
the original stock size will produce the
maximum net increase in population.
Every liopulation of animals has a size
at which it will increase at a maximum
rate. That level, known as the Maximum
Net Productivity Level (MNPL), is the
lower end of OSP. MNPL is expressed as
a range to reflect uncertainties in the
data. However, in 1977, the midpoint
(60%) of this range (50-70%) was used to
determine if the stock was depleted (42
F.R. 64548, Dec. 27,1977).

At this year's hearing NMFS argued
that a range of 65-80% was appropriate
based on the 1979 workshop report. The
report compares porpoises to other
mammals and abandons the 1976
workshop approach of the linear
relationship between stock growth and
reproductive rates. This more
conservative approach is based on the
observation that large mammals are
longer lived and reproduce later in life
and, therefore, require a larger
population to achieve MNPL, than
smaller animals such as rodents.

The industry argued that the 1976
workshop's theoretical approach to
MNPL was correct, and that no new
evidence was available to suggest 65-
80%, other than the shift in the approach
of the workshop. In its cross-
examination of the agency's lead
witness, the industry pointed out that an
MNPL of 60% is used by the
International Whaling Commission. (SD
225-6)

The ALJ found that the lower bound of

OSP was between 50-70% of original
stock size. He found that the 50-70%
range was already conservative and that
a change to 65-80% range based on a
change in population dynamics theory,
rather than new data, was unwarranted.
(Findings 144-50)

The empirical data for calculating
OSP are admittedly scant. The agency
put forward a new theoretical approach
to OSP (NOAA 15) which results in a
more conservative estimate of MNPL
The workshop found that biologically
any number between 65-80% was
equally likely. The industry testimony
(ATA 36) shows that the MNPL levels
for seven mammals with a low of 56 (for
deer) and a high of 86 (for elephants].
The industry's witness, Mr. Fredin,
described these as "the best available
evidence" on MNPL for seven
populations of large mammals. (TR 188)
By averaging these data using each
point estimate, Mr. Fredin arrived at
MNPL of 66.5.

The record reflects that there is
dispute as to which concept should be
used to find MNPL for porpoises, and
that, under either concept, there is a
scarcity of data to provide certainty for
any MNPL calculation. I have concluded
that the theoretical approach used by
the 1979 workshop, that is, that there is
a curvilinear density dependent
relationship, is the best available
scientific approach despite its narrow
exposure in the scientific community. It
seems more than plausible that
porpoises, like other large mammals, are
relatively long-lived and reproduce late
in life.

Despite'my agreement with the
workshop's theoretical approach, I
cannot conclude that the range used by
the workshop (65-80%) is the best. There
is no direct evidence that porpoise
populations fit the theoretical model.
Further, while the 1979 workshop
concluded that MNPL is "...
significantly higher than 50%...
(NOAA 52:7), this does not ineluctably
lead to a choice of a range of 65-80. The
International Whaling Commission uses
an MNPL of 60 for populations of longer
lived and larger animals than those in
question here. Although some persons
before the IWC have questioned that
level, as the level is being questioned
here, the IWC, which includes experts
from the world over, has not changed
the MNPL for larger marine mammals. In
addition, the ALI was not persuaded by
the selection of the range of 65-80. Like
the ALJ, I do not believe that a
departure from the prior point estimate
of MNPL is warranted from the
population comparisons used by the
workshop. Therefore, I conclude that the
best scientific evidence in the record is
that 60 is the point where the lower

range of aSP should be set.
D. Impacts of Takings. There are two

issues that must be resolved in the event
a species is not depleted. The first is to
determine the level of take that will
satisfy the Act's immediate goal
objective. It is satisfied by establishing
quotas that are economically and
technologically feasible and that will
not be to the disadvantage of the stocks.
I have concluded that an aggregate take
of 20,500 animals is technologically and
economically feasible and will not be to
the disadvantage of stocks from which
takings are allowed. In this regard I
have taken into account the lengthy
discussion of the industry and its
activities in both the DEIS and the FEIS.
In particular, I incorporate by reference
in this decision the discussion of the
industry at pages 39-43 of the FEIS. The
aggregate quota is apportioned as set
out in Table I. The second issue is to
determine the length of the regulatory
regime and permit. I have concluded
that the regulations should be in place
indefinitely and that a five year permit
can be issued.

1. Quotas. In the event of a
determination of non depletion, the Act
reuires a finding that the stocks will not
be disadvantaged by allowing any
takings. This determination is made by
estimating the maximum replacement
yield of each stock. (Rmax times present
stock size). The replacement yield for
each stock is then divided between
anticipated foreign and domestic takes.

Once this aggregate number is
established, there can be an
apportionment of the total quota to
obtain allowable takes for each stock.
After apportionment it can be
determined what take is economically
and technologically feasible in order to
meet the MMPA's immediate goal test.
The application of this test results in the
actual quotas.

The kill of porpoises per ton of tuna
caught has been used in the past as an
indicator of economic and technological
feasibility. The DEIS used the period of
1977-79 as representative of the
expected tuna catch for future
projections. (NOAA 56) The industry
argued that the period from 1970-79 was
more appropriate. (ATA 43) The average
catch in the 1977-79 period was 69,000
tons of tuna, while the average for the
1970-79 period was 98,000 tons of tuna. I
have concluded that fishing during the
1970-79 period does not reflect fishing
patterns projected for the next five
years. There was no regulation of the
incidental take of marine mammals for a
significant portion of the period. In
addition, the ban to be adopted on
sundown sets and the previous ban on
the take of eastern spinners alter the
fishing pattern over this period.
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Table If.--Quotas for Each Calendar Year 1981-85

Maximum U.S.
Spocles/slock (management unit) replacement allowable Encirclement Take

yield mortality'

Spotted dolphin (northern offshore) 85,335 11,890 5,993,000 9.60.000
Spotted dolphin (southern offshore) 11.395 410 206,000 - 331.000
Spinner dolphin (northern whiebolly) 10.643 3,075 403,00 695.000
Spinner dolphin (southern whitebelly). 4,970 205 27,000 46,000
Common dolphin (northern tropical). . 3,781 1.230 293,000 471.000
Common dolphin (central tropical)-- 16.225 2870 298,000 927.000
Common dolphin (souther tropical).. - 8.091 615 64.000 198,000
Striped dolphin (northern tropical)...... . ..... , 858 62 3,000 4.000
Striped dolphin (central tropical) 3,644 -103 2,000 7.000
Striped dolphin (southern lropical)... 8,190. 4a 2,000 3.000

Total .... 20,500 . ....- ................ .

'The U.S. allowable mortality in any of the years 1981-85 shall neat exceed 20,500.
lncludes Baja nontic dolphin stock.

I am cognizant of the concern that the
quota should accommodate for a good
fishing year. Therefore, I find that the
highest annual catch (93,000) during the
1977-79,period is he best indicatorpf
the projected catch of tuna. In addition, I
find that the 1977-79 period is the besf
period from which to apportion the
modified replacement yield to arrive at
individual stock quotas. This figure
multiplied by a kill/ton rate of .24
results in a quota of 22,320. This quota is
further modified by 8.5% to reflect the
lost catch due to my adoption of the ban
on sundown sets. This results in a quota
of 20,500.

2. Length of the Regulatory Regime
and Permit. The disadvantage test is a
continuing obligation of the agency. It
requires that the agency must assure
itself that takings over the period of the
permit will not disadvantage the Stocks.
Historically, the length of the regulatory'
regime has coincided with the length of
the permit, but this is not required by the
Act.

At the hearing, NMFS argued that
northern offshore spotted porpoise were
depleted and therefore did not address
the length of the regulatory regime or
permit if they were not depleted. The
.industry asked for a five year permit. On
brief, it argued for a multi year permit
because of the costs to the agency and
the industry in preparing for the hearing.
(ATA OB 105-6)

The length of the regime and permit
requires a policy, as well as a scientific
judgment. I am concerned that the effort
to compile a record in proceedings like
this one, places a signifidant burden on
the agency and the parties. However,
this burden must be subservient to the
Act's requirement that the health of
animals be considered prior to the

effects of the regitlations on the
industry. So long as there is an
assurance that the populations will not
be disadvantaged by the proposed
takings, there is no need to adjust the
taking regulationsr except for
modifications to the existing quotas to
achieve the Act's immediate goal
objective. If the stocks are not now
depleted (with the exception of the
eastern spinner and coastal spotted
stocks), the record reflects that most of
the stocks should grow. Therefore, I
have made a determination that the
level of takes allowed in Table II will
not disadvantage the stocks in any
subsequent years. This finding is made
until there is evidence to the contrary. In
order to ensure that there is a -
mechanism in place-within which to
review the quota, I have concluded that
a five year permit is appropriate:
Regulations

NMFS proposed 24 separate
regulatory ameridments to the existing
regulations. The recommended decision
of the ALJin this proceeding contains
recommendations pertaining to each of

,the 24 proposed amendments and,
additionally, to the regulations
governing this proceeding and to Section
216.24(d)(2)(iv] (numbered'25 and 26 on'
pages 92 and 93, respectively).

Of the proposed amendments to the
regulations, the ALJ recommended
adoption of 1, 2, 4, 8, 10,11, 12, 13, 15, 16,
18, 22, 23, and 24. For the reasons stated
by the ALI, I adopt those'amendments.

The ALI also recommended adoption
of the following modified proposed
amendments to the regulations: (ALI

'Recommended Decision pp. 64-69, 70-
71, and 75-79) those numbered 6 and 7,
assuming that the northern offshore-
spotted stock of porpoises is not

depleted; that numbered 9 with the
retention of the words "threat of"; and
that numbered 14 with the provision of
some discretion to the Regional Director,
Southwest Region, in determining the
necessity for an additional trial set(s). I
hereby adopt those modifications to the
amendments to the regulations.

The ALJ'did not recommend adoption
of the proposed amendments numbered
3,20, and 21 because of lack of record

.support. All of these proposals-were
included in the notice of proposed
regulations and ample opportunity for
comment was provided during this
proceeding. In the absence of any
comments, these proposals are
uncontested and I therefore adopt them
according to the identical test employed
by the ALI in reconmmending adoption of
the proposed amendments number 11,
16, and 23. Proposed amendment
number 21 has been rewritten to reflect
that countries of origin that do not have
current findings may submit Information
and request a finding at any time of the
year and not be bound to a September 1
deadline for filing. Countries of origin
for which there is a finding must submit
information for review by September 1,
that pertains to the preceding calendar
year.

Proposed amendment 17 contained
two substantive changes to Section
216.24(d)(2)(vii),marine mammal release
requirements. First, the ALJ
recommended a modified amendment to
the required use of speedboats which I
hereby adopt. Secondly, the ALJ
recommended adoption of the proposed'
prohibition on setting at sundown dnly if
there is concurrently adopted a program
of observer placement on all purse
seining tuna fishing'vessels. Such a
condition is no more appropriately
applied to this particular procedural
requirement than it is to other such
requirementA and is inconsistent with
the industry's sustained and successful
efforts to reduce porpoise mortalities. I
therefore adopt the proposed prohibition
on setting at sundown without
modification.

Proposed amendment numbered 16
contained the additional requirement for
certain non-yellowfin tuna Imports to be
accompanied by a bill of lading. I have
concluded that this additional
requirement is unnecessary at this time
because i would apply to vdry few
cases and provide information that is
available by other means. Therefore, the
existing language in Section 216.24(e)(3)
will remain, with the following
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exception. The reference to pilchards
from South Africa has become obsolete
as this country has sought and been
granted an import finding referred to
under 50 CFR 216.24(e)(1) for such
imports. Reference to pilchards from
South Africa is deleted from 50 CFR
216.24(e) (3) and consequently from
Section 216.24(e)(2)(i).

It is unnecessary to address ALJ
recommendation 25 which dealt with the
expedited procedures under which these
regulations were developed, since the
regulations in Part 216 Appendix
terminate with the issuance of this
decision.

The recommended amendment to
Section 216.24(d](2)(iv) numbered 26
(page 93 of the ALJ's recommended
decision) is not adopted. The
methodology for monitoring the
incidental mortality of marine mammals
referred to in Section 216.24(d(2)(B)
relies on fishing gear and procedural
requirements that are standardized for
the entire U.S. fleet To compromise this
standardization in any substantial
manner would remove the existing basis
for extrapolating known incidental
porpoise takings reported by observers
to those fishing trips that are not
assigned an observer.

I have made certain additional
editorial amendments to Section 216.24
for purposes of further simplification
and clarification. They are non-
substantive in nature. Many portions of
Section 216.24 have not been amended.
However, for ease of understanding, the
entire section is republished herein.

In addition to the alternative I have
adopted, I have considered those
regulatory alternatives contained in the
FEIS and the DEIS. I have concluded as
a result of the review of all of the
alternatives, that the regulatory regime
adopted is the environmentally
preferred alternative and represents the
best approach under the Act. I concur in
the analysis of the alternatives at pages
11-14 of the FEIS and incorporate it by
reference in this final decision. The
evidence simply does not support the
first alternative. The quota in the second
alternative far exceeds the quota that
the fleet can technologically achieve.
The third alternative is inconsistent with
my finding that the northern offshore
spotted stock is not depleted. The fourth
alternative is impractical at this time,
although efforts to achieve this objective
will continue. Lastly, the fifth
alternative, like the first, is not
supported by the evidence.

Consultation

The Act requires that I consult with
the Marine Mammal Commission
(MMC) in promulgating regulations. The

MMC was consulted prior to publication
of the proposal and was a party to the
proceedings. The MMC filed briefs with
the ALJ and has filed exceptions to the
ALJ decision with me.

Dated: October 21. 1980.
Richard A. Frank,
Administrator. NOAA.

50 CFR § 216.24 is revised to read as
follows:

§ 216.24 Taking and related acts Incidental
to commercial fishing operations.

(a) (1) No marine mammals may be
taken in the course of a commercial
fishing operation unless: The taking
constitutes an incidential catch as
defined in § 216.3. a general permit and
certificate(s) of inclusion have been
obtained in accordance with these
regulations and such taking is not in
violation of such permit, certificate(s).
and regulations.

(2) A vessel engaged in commercial
fishing operation involving the
utilization of purse seines to capture
yellowfin tuna and which does not
operate under a general permit and
certificates of inclusion shall not carry
more than two speedboats.

(b) General Permits.-) General
permits to allow the taking of marine
mammals, except those for which taking
is prohibited under the Endangered
Species Act of 1973, in connection with
commercial fishing operations will be
issued to persons using fishing gear in
any one of the following categories:

(i) Category 1. Towed Or Dragged
Gear. Commercial fishing operations
utilizing towed or dragged gear such as
bottom otter trawls, bottom pair trawls,
multi-rig trawls, and dredging gear.

(ii) Category 2: Encircling Gear
Pursue Seining Involving the Intentional
Taking of Marine Mammals.
Commercial fishing operations utilizing
purse seines to capture tuna by
international encircling marine
mammals. Only vessels that meet the
fishing gear and equipment requirements
contained in § 216.24(d)[2](iv) of these
regulations may be included in this
category.

(iii) Category 3: Encircling Gear,
Pursue Seining not Involving the
International Taking of Marine
Mammals. Commercial fishing
operations utilizing pursue seining,
which do not intentionally encircle
marine mammals.

(iv) Category 4: Stationary Gear.
Commercial fishing operations utilizing
stationary gear such as traps, pots,
weirs, and pound nets; and

(v) Category 5: Other Gear.
Commercial fishing operations utilizing
trolling, gill nets, hooks and line gear,

and any gear not classified under
paragraph (b)(1)(i), (b)(1)(ii), (b](1)(iii], or
(b)(1)(iv) of this section.

(2) Permits shall be issued as general
permits to a class of fishermen using one
of the general categories of gear set out
above. Any member of such class may
apply for a general permit on behalf of
any members of the class. Subsequent to
the granting of general permit, vessel
owners, managing owners, or operators
(as required) may make application to
be included under the terms of a general
permit by obtaining a certificate of
inclusion. Applications for a general,
permit shall contain:

(i) Name, address, and telephone
number of the applicant. If the applicant
is an organization or corporate entity, a
copy of the corporate or organizational
charter which sets forth the basis for
application on behalf of a group of class
of commercial fishermen must be
included;

(ii) A description of permit for which
application is being made;

(iii] A description of the fishing
operations by which marine mammals
are taken; and a statement explaining
why the applicant cannot avoid taking
marine mammals incidentally to
commercial fishing operations;

(iv) The date when the general permit
is requested to become effective;

(v) A list of the fish sought by persons
requesting certificates under the general
permit and the general areas of
operations of their vessels.

(vi) A statement identifying the
marine mammals and numbers of
marine mammals which are expected to
be taken under the general permit;

(vii) A statement by the applicant
demonstrating that the requested taking
of marine mammal species or stocks
during commercial fishing operations is
consistent with the purposes of the act,
and the applicable regulations
established under Sec. 103 of the act.

(viii) A description of the procedures
and techniques that will be utilized in
order that takings under the permit will
be consistent with the purposes and
policies of the act and these regulations;
and

(ix) A certification, signed by the
applicant, in the following language: I
certify that the foregoing information is
complete, true, and correct to the best of
my knowledge and belief. I understand
that this information is submitted for the
purpose of obtaining a general permit
under the Marine Mammal Protection
Act of 1972 and regulations promulgated
thereunder, and that any false statement
may subject me to the criminal penalties
of 18 U.S.C. 1001. or the penalties
provided under the Marine Mammal
Protection Act of 1972.
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(3) The original and four copies of the
application for general permit shall be
submitted to the Assistant

Administrator for Fisheries (hereinafter,
the Assistant Administrator), National
Marine Fisheries Service, National
Oceanic and Atmospheric
Administration, Department of
Commerce, Washington, D.C. 20235.
Applications should be received not less'
than 180 days prior to the date upon
which the permit is to become effective.
Assistance may be obtained by writing
the Assistant Administrator or by
calling the Office of Marine lMammals
and Endangered Species, telephone
number 202-634-7461.

(4) A general permit shall be valid for.
the time period indicated on ihe face of
the permit. General permits shall be
subject to modification, suspension or
revocation and may contain terms and
conditions prescribed in accordance
with Sec. 104(b) (2) of the act, 16 U.S.C,
1374(b) (2).

(5) The Assistant Administrator shall
determine the adequacy and
completeness of an application, and it
found to be adequate and complete will
proihptly publish a notic5 of receipt of
such application in the Federal Register.
Interested parties will have thirty days
from the date of publication in which to
submit written comments with respect
to the granting of such permit.

(6) If within thirty days after the date
of publication of the Federal Register
notice concerning receipt of an
application for a general permit, any.
interested party or parties request a
hearing on the application, the Assistant
Administrator may within sixty days
followipg the date of publication of the
Federal Register notice afford such party
or parties an opportunity for such a
hearing. Any hearing held in connection
with an application for a general permit
shall be conducted in the same manner
as hearings convened in connection with
a scientific research or a public display
permit application under Sec. 216.33.
'(7) There is no fee for filing an

application for a general permit.
(c) Certificates of inclusion.-(1)

Vessel Certificates of Inclusion. The
owner or managing owner of a vessel
that participates in commercial fishing
operations for which a general permit is
required under this subpart shall be the
holder of a valid vessel certificate of
inclusion under that general permit.
Such certificates shall not be
transferable and shall be renewed
annually. Provided five (5) days advance
written notice is given, a vessel -
certificate holder may surrender his
certificate to the Regional Office from
which the certificate was issued.
However, once surrendered the

certificate shall not be returned nor shall
a new certificate be issuedibefore the
end of the calendar year. This provision
shall not apply when a change of vessel
ownership occurs.

(2) Operator's Certificate of Inclusion.
The person in charge of and actually
conducting fishing operations
(hereinafter referred to as the operator)
on any vessel.erfgaged in commercial
fishing operations for which a Category
2 general permit is required under this
subpart, shall be the horder of a valid
operator's certificafe of inclusion. These
certificates are not transferable and will
be valid only on any purse seine vessel
having a valid vessel certificate of
inclusion for Category 2. In order to
receive a certificate of inclusion, the
operator shall have satisfactorily
completed required training. An
operator's certificate of inclusion shall
be renewed annually.
. (3) A vessel certificate issued
pursuant to paragraph (c)(1) of this
section shall be aboard the vessel while
it is engaged in fishing operations and
the operator's certificate issued
pursuant to paragraph (c)(2) of this
section shall be in the possession of the
operator to whom-it was issued.
Certificates shall be shown upon request
t6 an enforcement agent or other
designated agent of the National Marine
Fisheries Service. However, vessels and
operators at sea on a fishing trip on the
expiration date of their certificate of
iriclusiori, to whom or to which a .
certificate of inclusion for the next year
has been issued, may take marine
mammals under the terms of the new
certificate.
The vessel owners or operators are
,obligated to obtain physically or to
place the new certificate aboard, as
appropriate, when the vessel next
returns to port.

(4) Application(s) for certificates of
inclusion uder paragraph (c)[1) of this
section should be addressed as follows:

(i) Category 1, 3, 4, and 5 applications-
(A) Owners or managing owners of

'vessels registered in Colorado, Idaho,
Montana, North Dakota, Oregon, South
Dakota, Utah, Washington, and
Wyoming, should make application to
the Regional-Director, Northwest
Region, National Marine Fisheries
Service, 1700 Westlake Avenue, Seattle,
Washington 98102.

(B) Owners or managing owners of
vessels registered in Arizona, California,
Hawaii, Nevada, andthe territories of
American Samoa. Guam, and the Trust
Territory of the Pacific Islands should
make application to the Regional
Director, Southwest Region, National
Marine Fisheries Service, 300 South

Ferry Street, Terminal Island, California
90731.

(Cl Owners or managing owners of
vessels registered in Alaska should.
make application to the Regional
Director, Alaska Region, National
Marine Fisheries Service, P.O. Box 1608,
Juneau, Alaska 99802.

(D) Owners or managing owners of
vessels registeed in Connecticut,
Delaware, District of Columbia, Illinois,
Indiana, Maine, Maryland,
Massachusetts, Michigan, Minnesota,
New Hampshire, New Jersey, New York,
Ohio, Pennsylvania, Rhode Island,
Vermont, Virginia, West Virginia, and
Wisconsin should make application to
the Regional Director, Northeast Region,
National Marine Fisheries Service, 14
Elm Street, Federal Building, Gloucester,
Massachusetts 01930.

(E) Owners or managing owners of
-vessels registered in Alabama,
Arkansas, tlorida, Georgia, Iowa,
Kansas, Kentucky, Louisiana,
Mississippi, Missouri, Nebraska, New
Mexico, North Carolina, Oklahoma,
Puerto Rico, South Carolina, Tennessee,
Texas, and Virgin Islands, should make
application to the Regional Director,
National Marine Fisheries Servicd,
Southeast Region, 9450 Gandy
Boulevard North, Duval Building, St.
Petersburg, Florida 33702.

(ii) Category 2 applications: Owners
or managing owners of purse seine
vessels in this category shall make
application to the field office, Southwest
Region, National Marine Fisheries
Service, 1140 North Harbor'Drive, Room
7, San Diego, California 92101.

(5) Applications for vessel certificates
of inclusion under paragraph (d)(1) 6f
this section shall contain:

(i) The name of the vessel which is to
appear on the certificate(s) of inclusion;

(ii) The category of the general perhit
under which the applicant wishes to be
included;

(iii) The species of fish sought and
general'area of operations;

(iv) The identity of State and local
commercial fishing licenses, if
applicable, under which vessel
operations are conducted, and dates of
expiration;

(v) The name of the operator and date
of training, if applicable; and

(vi) The name and signature of the
applicant, whether owner or managing
owner, address,.and if applicable, the
organization acting on behalf of the
vessel.

(6) Fees. (i) Applications for
certificates of inclusion under paragraph
(c)(1) of this section shall contain a
payment for each vessel named In the
application in accordance with the
following schedule:
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(A) Categories 1: Towed Or Dragged
Gear;, 3: Encircling Gear, Purse Seining
not Involving the Intentional Taking of
Marine Mammals; 4: Stationary Gear;
and 5: Other Gear--$10.00.

(B) Category 2: Encircling Gear, Purse
Seining Involving the Intentional Taking
of Marine Mammals-$ZO0.O0._

(ii) Except as provided herein, vessel
owners or managing owners desiring a
vessel certificate of inclusion under
more than one category of the general
permit will not be required to pay a full
fee for each certificate. After the initial
fee for a certificate is paid for each
vessel, additional certificates will be
issued for a fee of $.50 (fifty cents) each.
However, every application for a vessel
certificate under Category 2 shall
contain the full fee.

(iii) Notwithstanding the provisions of
subparagraph (c)(6)(i) of this section, an
applicant whose income is below
Federal poverty guidelines may, upon
showing in his application that his
income is below such guidelines, be
issued a certificate under the following
schedule of fee payment:

(A) Categories 1: Towed Or Dragged
Gear;, 3: Encircling Gear, Purse Seining
not Involving the Intentional Taking of
Marine Mammals; 4: Stationary Gear;,
and 5: Other Gear-1.00.

(B) Category 2: Encircling Gear, Purse
Seining Involving the Intentional Taking
of Marine Mammals-$20.00.

(iv) A fee is not required for an
operator's certificate of inclusion.

(v) The Assistant Administrator may
change the amount of these required
fees at any time he determines a
different payment to be reasonable, and
said change shall be accomplished by
publication in the Federal Register of the
new fee schedule.

(7) The Regional Office receiving
applications for certificates of inclusion
from vessel owners, managing owners,
or operators shall determine the
adequacy and completeness of such
applications, and upon its determination
that such applications are adequate and
complete, it shall approve such
applications and issue the certificate(s).

(d) Terms and conditions of
certificates under general permits shall
include, but are not limited to the
following:

(1) Towed or dragged gear.--(i) A
certificate holder may take marine
mainmals so long as such taking is an
incidental occurrence in the course of
normal commercial fishing operations.
Marine mammals taken incidental to
commercial fishing operations shall be
immediately returned to the
environment where captured without
further injury.

(ii) A certificate holder may take such
steps as are necessary to protect his
catch, gear, or person from depredation,
damage, or personal injury without
inflicting death or injury to any marine
mammal.

(iii) Only after all means permitted by
paragraph (d)[1)(ii) of this section have
been taken to deter a narine mammal
from depredating the catch, damaging
the gear, or causing personal injury, may
the certificate holder injure or kill the
animal causing the depredation or
immediate personal injury; however, in
no event shall a certificate holder kill or
injure an Atlantic bottlenosed dolphin,
Tursiops truncatus, under the provisions
of this paragraph. A certificate holder
shall not injure or kill any animal
permitted to be killed or injured under
this paragraph unless the infliction of
such damage is substantial and
immediate and is actually being caused
at the time such steps are taken. In all
cases, the burden is on the certificate
holder to fully report and demonstrate
that the animal was causing substantial
and immediate damage or about to
cause personal injury and that all
possible steps to protect against such
damage or injury as permitted by
paragraph (d)(1)(ii) of this section were
taken and that such attempts failed.

(iv) Marine mammals taken in the
course of commercial fishing operations
shall be subject to the provisions of
Section 216.3 with respect to "Incidental
catch," and may not be retained except
where a specific permit has been
obtained authorizing the retention.

(v) All certificate holders shall
maintain logs of incidental take of
marine mammals in such form as
prescribed by the Assistant
Administrator. All deaths or injuries to
marine mammals occurring in the course
of commercial fishing operations under
the conditions of a general permit shall
be immediately recorded in the log and
reported in writing to the Regional
Director to whom the certificate
application was made, or to an
enforcement agent or other designated
agent of the National Marine Fisheries
Service, at the earliest opportunity, but
no later than five days after such
occurrence, except that if a vessel at sea
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returns to port later than five days after
such occurrence then it shall be reported
within 48 hours after arrival in any port.
Reports must include:

(A) The location, time, and date of the
death or injury;

(B) The identity and number of marine
mammals killed or injured; and

(C) A description of the circumstances
which led up to and caused the death or
injury.

(vi) Failure to comply with provisions
of the general permit or certificate of
inclusion including, but not limited to,
failure to submit the vessel, including
required marine mammals logs and gear
to an inspection upon demand by an
authorized Federal enforcement agent,
or failure to adhere to the provisions of
these regulations will subject the
certificate holder to a revocation of his
certificate and also subject the
certificate holder, vessel, or master to
the penalties provided for under the act.

(2) Encircling gear. purse seining
involving the intentional taking of
marine mammals.-(i) Quotas:

(A) A certificated vessel may take
marine mammals so long as the taking is
an incidental occurrence in the course of
normal commercial tuna purse seine
fishing operations, and the fishing
operations are under the immediate
direction of a person who is the holder
of a valid operator's certificate of
inclusion; except that a vessel shall not
encircle either.

(1) Pure schools of the coastal spotted
dolphin (Stenella attenuata) stock, the
Costa Rican spinner, and the eastern
spinner dolphin (Stenella longirostris)
stocks, or mixed schools including these
stocks;

(2) Pure schools of any species of
dolphin except the offshore spotted
dolphin (Stenella attenuata) stock, the
striped dolphin (Stenella coeruleoalba)
species, and the common dolphin
(Dephinus delphis) species; or

(3) Any other species or stock of
marine mammals that do not have an
allowable take as listed below or whose
allowable take has been exceeded. The
numbers of marine mammals that may
be taken during each of the calendar
years 1981-1985 by U.S. vessels in the
course of commercial fishing operations
will be limited as follows:

Take rec~P~t~

9 ¢6¢C.'2

47l, 03

5,S3.CC.

27rCO

238.CCO

Quotas for Each Catendar Yar 1961485
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Quotas for Each Calendar Year 1981-85--Continued -.

Species/stock (management unit) Take Enqirclement Mortality'

Common dolphin (southern tropical)............... ................................................... 198.000 64,000 615
Striped dolphin (northern tropical) ............ 4,000 3.000 62
Striped dolphin (central tropical) ............ ...................................................... 7.000 5.000 103
Striped dolphin (southern tropica l)..... ..... ......................................... ............ 0 ......... 3,000 000 40

'The U.S. allowable mortality in any of the years 1981-85 shall not exceed 20,500.
'Includes Baja neritic dolphin stock.

(B) The incidental mortality of marine
mammals permitted under the general
permit for each category will be
monitored according to the methodology
published in the-Federal Register. The
Assistant Administrator shall determine
on the basis of the evidence available to
him the date, upon which the allowable
quotas will be reached.or exceeded.
Notice of the Assistant Administrator's
determination shall be published in the
Federal Register not less than seven
days prior to the effective, date. -

(C) If at the time the net skiff attached
to the net is released from the vessel at
the start-of a set, and species or stocks
that are prohibited from being taken are
not reasonably observable, the fact that
individuals of that species or stock are
subsequently taken will not be cause for
issuance of a notice of violation
provided that all procedures required by
the applicable regulations have been -
followed.

(D) The general permit will be valid
for a period not to exceed five years.
The Assistant Addministrator may, upon
receipt of new information which in his
opinion is sufficient to require
modification of, the general permit or
regulations, propose to modify such
after consultationr with the Marine
Mammal Commission. These
modifications shall be consistent with
and necessary to carry out the 'purposes
of the act, Any modifications proposed
by the Assistant Administrator -' -
involving changes in the quotas shall'
include the statements required by
section 103(d) of the act. Modifications
shall be proposed in the Federal Register,
and a public cbmment period shall'be"
allowed. At the request of any
interested person, within 15 days after
publication of the proposed modification
in the Federal Register, the Assistant
Administrator may hold a public hearing'
to receive and evaluate evidence in
those circumstances where he has
determined it to be consistent with and
necessary to carry out the purposes of
the act. Such request maybe for a
formal hearing on the iecordbefore an
Administrative Law Judge. Within 10
days after receipt of the request for a
public hearing, the Assistant
Administrator shall provide the
requesting party or parties with his
decision. If'a request is denied the
Assistant Administrator shall state the.

reasons for the denial. Within 10 days
after receipt of a decision denying a
request for a formal hearing, the
requesting person may file a Written
notice of appeal with the Administrator.
Based upon the evidence presented in
the notice; the Administrator shall
render a decision within 20 days from
receipt of the notice.

(ii) General Conditions: (A) Marine
mammals incidentally taken shall be
immediately returned to the
environment where captured without
further injury. In addition to the specific
porpoise rescue requirements
established in Sec. 216.24(d](2), the
operators of purse seine vessels shall
take every possible precaution to refrain
from -causing or permitting incidental
mortality and serious injury of marine
mammals. Operators shall not set on
marine mammals when conditions of
wind, sea state, visibility, or the number
of marine mammals and/or fish prevent
the effective use of backdown and other
required porpoise rescue procedures.

(B) Operators may fake such steps as
are necessary' to protect their gear or
person from damage or threat of
personal injury. However, all marine
mammals takeoi in the course of
commercial fishing operations shall be
subject to the definition of-"IncidentaI
catch" in Sec. 216.3 above and may not
be retained exceptwhere a specific
permit has been obtained authorizing
the retention.

(C] Operators'of all certificated
vessels shall maintain daily marine
mammal logs provided by the Regional
Director, Southwest Region, National
Marine Fisheries Service. Such logs shall
be subject to inspection at the discretion
of the Southwest Regional.Director, or
his' designated personnel. Certified
copies of completed marine mammal
logs shall be mailed or delivered at the
conclusioriof each fishing voyage to the
field office, Southwest Region, National
Marine Fisheries Service, 1140 North
Harbor Drive, Room 7, San Diego,
California 92101, within 48 hours after
arrival in any port. If no sets involving
marine mammals were made during a
voyage, a marine mammal log stating
such shiall be submitted. "

(D) The vessel certificate holder shall
notify the field office, Southwest Region,
National Marine Fisheries Service, 1140
North Harbor Drive, Room 7, San Diego,

California 92101, telephone 714-293-
6540, of any change of vessel operator
within at least 48 hours prior to
departing on the next scheduled trip.

(iii) Reporting Requirements. In
accordance with Sec. 216.24(f) of these
regulations, the following specific
reporting procedures shall be required:

(A) The vessel.certificate holder of
each certificated vessel, who has been
notified via certified letter from the
National Marine Fisheries Service that
his vessel is required to carry an
observer, shall notify the field office,
Southwest Region, National Marine
Fisheries'Service, San Diego, California,
telephone 714-293-0540 at least five (5)
days in advance of the vessel's
departure on a fishing voyage to allow
for observer placement. After a fishing
voyage is initiated, the vessel is
obligated to carry an observer until the
vessel returns to port and one of the
following conditions is met: (1) Unloads
more than 400 tons of any species of
tuna; or (2) unloads any amount of any
species of tuna equivalent to one half of
the vessel's carrying capacity; or (3)
unloads its tuna catch after 40 days or
more at sea from the date of departure,
Further, the Regional Director,
Southwest Region, may consider special
circumstances for exemptions to this
definition, provided written requests
clearly describing the circumstances are
received at leat ten (10) days prior to the
termination or the initiation of a fishing
voyage. A response to the written
request will be made by the Regional
Director within five (5) days after ,
receipt of the request. A vessel whose
vessel certificate holder has failed to
comply with the provisions, of this
settionlinay not engage in fishing
operations for which a general permit Is
required.:

(B) Masters of all certificated vessels
carrying National Marine Fisheries
Service observers shall allow obseivers
to report, in coded form, information by
radio concerning the accumulated take
of marine mammals and other observer
collected data at such times as specified
by the Regional Director, Southwest
Region. Individual vessel names and
coded information reported by radio by
the National Marine Fisheries Service
observers shall remain confidential
unless their release is authorized in
writing by the operator of the vessel,

(C) The vessel certificate holder of
each certificated vessel without an
observer onboard, and fishing inside the
Inter-American Tropical Tuna
Commission's Yellowfin Regulatory
Area is required to report within 48
hours prior to departure from port and
within 48 hours after arrival in port, of
the vessel's actual departure or arrival
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date, including any changes in schedules
that may occur after the original
notification. The report shall include the
name of the vessel and the location of
the port of the scheduled departure or
arrival, and shall be telephoned to 714-
233-5511, the Southwest Regional
Office's 24-hour answering service.

(D) The Regional Director, Southwest
Region, will provide to the public,
periodic quota status reports
summarizing the estimated incidental
porpoise mortality by U.S. vessels of
individual species and stock.

(iv) Vessel Gear and Equipment
Requirements: A vessel certificate
issued pursuant to paragraph (c)(i) of
this section will be valid only for a
vessel equipped with a porpoise safety
panel in its purse seine, and which uses
the other gear, equipment, and
procedures described herein. The vessel
certificate holder shall be held
responsible for providing and
maintaining, in a functional and
seaworthy condition, the required
porpoise safety panels and all other
required gear and equipment used in the
course of catching and landing tuna. The
requirement for the porpoise safety
panel and other gear and equipment are
as follows:

(A) Porpoise Safety Panel-Class I
and II Vessels: For Class I purse seiners
(400 short tons carrying capacity or less)
and for Class II purse seiners (greater
than 400 short tons carrying capacity,
built before 1961), the porpoise safety
panel shall be a minimum of 100 fathoms
in length (as measured before
irptallation), except that the minimum
length of the panel in nets deeper than
10 strips shall be determined at a ratio
of 10 fathoms in length for each strip
that the net is deep. It shall be installed
beginning 75 to 100 fathoms from the
bow ortza, and shall extend toward the
stem of the net protecting the perimeter
of the backdown area. The perimeter of
the backdown area is the length of
corkline which begins at the outboard
end of the last bow bunch pulled and
continues to at least two-thirds the
distance from the backdown channel
apex to the stern tiedown point. The
porpoise safety panel shall consist of
small mesh webbing not to exceed 1 "
stretch mesh, extending from the
corkline downward to a minimum depth
equivalent to one strip of 100 meshes of
4Y" stretch mesh webbing.
(B) Porpoise Safety Panel-Class III

Vessels: For Class III purse seiners
(greater than 400 short tons carrying
capacity, built after 1960), the porpoise
safety panel shall be a minimum of 180
fathoms in length (as measured before
installation). It shall be installed
beginning 60 to 100 fathoms from the

bow ortza and shall extend toward the
stern of the net protecting the perimeter
of the backdown area. The perimeter of
the backdown area is the length of
corkline which begins at the outboard
end of the last bowbunch pulled and
continues to at least two-thirds the
distance from the backdown channel
apex to the stem tiedown point. The
porpoise safety panel shall consist of
small mesh webbing not to exceed 1 "
stretch mesh extending downward from
the corkline and the base of the porpoise
apron to a minimum depth equivalent to
two strips of 100 meshes of 4 " stretch
mesh webbing.

(C) Porpoise Apron: Each Class III
vessel shall have installed in its purse
seine net, a triangular-shaped porpoise
apron consisteing of small mesh not to
exceed 1 " stretch mesh, 85 to 95
fathoms in length, laced between the
corkline and the porpoise safety panel.
The bow end of the porpoise apron shall
begin approximately 10 to 15 fathoms
(depending on the depth of the net)
outboard of the end of the third
bunchline and extend toward the stem
of the net such that the peak of the
porpoise apron triangle shall coincide
with the apex of the backdown channel
in the net. The base of the porpoise
apron shall be laced to the upper edge of
the porpoise safety panel. The upper
edges of the porpoise apron shall be
tapered at a 5 mesh, 2 bar rate from
each end such that the tapers intersect
at the center of the porpoise apron. The
depth of the porpoise apron at its center
shall be 443 to 463 meshes.

(D) Porpoise Apron Approval: The
porpoise apron shall be installed under
the supervision of a National Marine
Fisheries Service designated
representative: A trial set(s) shall be
conducted under supervision of a
National Marine Fisheries Service
designated representative after
installation of the porpoise apron to
insure proper installation and operation
of the apron. During the trial set(s), the
stem tiedown point and outboard bow
bunchline mark shall be determined and
permanently marked so as to be clearly
visible from the vessel. Each time a
super apron is reinstalled after removal
from a net or the net depth is altered,
the vessel and gear shall be made
available for reinspection by an
authorized National Marine Fisheries
Service Inspector as specified by the
Regional Director, Southwest Region,
who may require that another trial set(s)
be made for proper apron alignment and
adjustment. The vessel certificate holder
shall provide at least five (5) days
advance notification to the field office,
Southwest Region, National Marine

Fisheries Service, 1140 North Harbor
Drive, Room 7, San Diego, California
92101, telephone 714-293-6540, of the
time and place of installation of the
porpoise apron system. The certificate
of inclusion for any vessel whose
certificate holder has failed to notify the
National Marine Fisheries Service of the
date of installation shall be invalid until
completion of the apron inspection and
trial set(s).

(E) Porpoise Safety Panel Markers:
Each end of the porpoise safety panel
and porpoise apron shall be identified
with an easily distinguishable marker.

(F) Porpoise Safety Panel Hand Holds:
Throughout the length of the corkline
under which the porpoise safety panel
and porpoise apron are located, hand
hold openings are to be secured so that
the insertion of a 1%" diameter
cylindrical-shaped object meets
resistance.

(G) Porpoise Safety Panel Corkline
Hangings: Throughout the length of the
corklne under which the porpoise safety
panel and porpoise apron are located.
corkline hangings shall be inspected by
the vessel operator following each trip.
Hangings found to have loosened to the
extent that a cylindrical object with a
1%".diameter will not meet resistance
when inserted between the cork and
corkline hangings, must be tightened so
that a cylindrical object with a 1%"
diameter cannot be inserted.

(H) Bunchlines: Bunchlines, other than
bow bunchlines, shall be arranged
around the perimeter of the net to allow
at least three towing points to be
established near one-quarter, one-half,
and three-quarter net from the bow
ortza. A towing point must be
established between two adjacent
bunchlines: one bunchline reversed or
unattached at both ends. Six bunchlines
other than bow bunchlines are
necessary to establish three towing
points. The towing ends of all
bunchlines which can be utilized as
towing points shall be marked so as to
be clearly visible to speedboat drivers.
At least a 20-fathom length of corkline
shall be free from bunchlines at the apex
of the backdown channel.

(I) Speedboats: Certificated vessels
engaged in fishing operations involving
setting on marine mammals shall carry a
minimum of two speedboats in operating
condition. All speedboats carried
aboard purse seine vessels and in
operating condition shall be rigged with
towing bridles and towlines. Speedboat
hoisting bridles shall not be substituted
for towing bridles.

(0) Rubber Raft: An inflatable rubber
raft suitable to be used as a porpoise
observation-and-rescue platform, shall
be carried on all certificated vessels.
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(K) Facemask and Snorkel: At least
two facemasks and snorkels shall be
carried on all certificated vessels.

(L) Floodlights and Spotlight: All
certificated vessels shill be equipped
'with adequate floodlights suitable for
use in darkness to attract fish toward
the main vessel and spotlight to
intermittently illuminate the backdown
channel and apex.

(M) Vessel ceh'tificate holders may
petition for an exemption from the
regulations regarding vessel gear and
equipment for the purpose of
experimenting with alternate gear or
procedures designed to reduce
incidental serious injury and mortalities
of marine mammals in the cotirse of
commercial fishing. The petition shall be
made in writing to the Director, ,
Southwest Region, 300 South Ferry
Street, Terminal Island, California 90731,
and shall include detailed specifications
of the proposed gear and procedure
modifications. Modifications may be
granted upon review and approval, on a
.trip byltrip basis, only if a National
Marine Fisheries Service designated
representative is available and
accompanies the vessel on the approved
trip.

(v) Vessel Inspection: (A) Annual: At
least once during each calendar year,
purse seine nets and other gear and
equipment required by these regulations
shall be made available for inspection
by an authorized National Marine-
Fisheries Service Inspector as specified
by the Regional Director, Southwest
Region.

(B) Reinspection: Purse seine nets and
other gear and equipment required by
these regulations shall be made
available for reinspection by an
authorized National Marine Fisheries
Service Inspector as specified by the"
Regional Director, Southwest Region.
The vessel certificate holder shall notify
the Fleet Assistance Section, Southwest
Region, National Marine Fisheries
Service, 1140 N. Harbor Drive, Room 7,
San Diego, California 92101, telephone
714-293-6540 of any net modification at,
least-five (5) days prior to departure of
the vessel on its next scheduled trip in
order.to determine whether a
reinspection or trial set would be
required.

(C) Failure to Pass Inspection: A
certificate of inclusion for a vessel with
gear whichis not in compliance with
these regulations or maintained'in a
functional and seaworthy condition,
shall be invalid until such deficiencies in
gear or conditions are corrected and
approved by an authorized National
Marine Fisheries Service Inspector.

(vi) Operator Training Requirements.
All operators shall maintain proficiency

sufficient to perform the procedures
required herein, and must attend and
satisfactd-ily complete-a formal training
session conducted under the auspices of
the National Marine Fisheries Service in
order to obtain their certificate of
inclusion. At the training session an
attendee shall be instructed concerning
the provisions of the MarineMammal
Protection Act of 1972, the regulations
promulgated pursuant to the Act, and
the fishing gear and techniques which
are required or will contribute to

.reducing serious injury and mortality of
porpoise incidental to purse seining for
tuna. Operators who have received a
written certificate of satisfactory
completion of training and who possess
a current or previous calendar year
certificate of inclusion will iot be

'required to attend additional formal
training sessions unlei there are
substantial changes in the Act, the
regulations, or the required fishing gear'
and techniques. Additional training may
be required for any operator who is
found by the Regional Director,
Southwest Region, to lack p;oficiency in
the procedureg required.

(viiJ Marine Mammal Release
Requirements: All operators shall use
the following procedures during all sets
involving the incidental taking of marine
mammals in association with the
capture and-landing of tuna.

(A) Use of Speedboats: On every set
involving marine mammals, two
speedboats equipped for towing shall be
immediately available. At least one
shall be manned and in the water. The
second one, may be manned or
unmanned, and may remain either in the
water or in the davits. Both shall be
ready for use until backdown -
commences. Speedboats shall tow on
bunchlines whenever net collapse
begins or on.the corkline if canopies of
loose webbing form whenever necessary
to prevent marine mammal entrapment.

(B) Backdown Procedure: Backdown
shall be performed following a purse
seine set in which marine mammals are
captured in the course of catching and
landing tuna, and shall be continued
until it is no longer possible to remove
live marine mammals from the net by
this procedure. Thereafter, other release
procedures required shall be continued
until all live animals have been released
from the net.

(C) Hand Rescue: During backdown, a
minimum of two rescuers shall aid with
the release of marine mammals. If live
marine mammals remain in the net after
backdown, a minimum of two rescuers
shall hand release them,

(D) Prohibited Use of Sharp or Pointed
Instrument: The use of a sharp or
pointed instrument to remove any

marine mammal from the net is
prohibited.

(E) Use of Rubber Raft, Facemask, and
Snorkel: A rubber raft suitable as a
porpoise observation and rescue
platform shall be launched inside the not
near the time of tying down for the'
backdown maneuver. The raft shall be;
used by a crewman to assist the other
rescuer(s) in disentangling and releasing
live marine mammals from the net. The
crewman in the raft shall use the
facemask and snorkel to determine
whether all live marine mammals are
out of the net and, if they are not, make
every effort to remove them before
backdown is terminated.
Taking into consideration the safety of
all personnel, all live marine mammals
that remain in the net after backdown
shall be herded to areas where they can
be easily released. .

(F) Prohibited Brailing of Live Marine
Mammals: All release procedures shall
continue until all live marine mammals
are removed from the net prior to
initiating the brailing operation. Bralling
live marine mammals from the net is
prohibited. '

(G] Prohibited Setting at Sundown: On
every set involving marine mammals,
the net skiff shall be released at least
one and one-half hours before sunset;
release of the net skiff after this time Is
prohibited.

(H) Use of Lights: If the backdown
maneuver or other required release
procedures continue past one-half hour
after sunset, lights shall be used to
insure that release procedures are
properly performed and that all live
marine mammals are removed from the
net. Floodlights shall be used to attract
fish toward the main vessel. A spotlight
shall be intermittently used to illuminate
the backdown channel and apex until all
live marine mammals are removed from
the net.

(viii) Penalties: Failure to comply with
the provisions of the general permit or
these regulations, including but not
limited to: failure to submit upon
demand to vessel, gear, equipment, or
proficiency inspection or examination
by authorized National Marine Fisheries
Service personnel; falsification of any
required logs and reports; or failure to
satisfy the requirements of any
provisions of these regulations will
subject vessel owners, managing"
owners, masters, or operators to
revocation of the vessel certificate of
inclusion and/or to the right to be
included under a general permit, and
further subject vessel owners, managing
owners, masters, and operators to
penalties provided for under the Act,
including revoking the right to be an
operator as defined in Sec. 216.24(c)(1),
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(3) Encircling Gear, Purse Seining Not
Involving the Intentional Taking of
Marine Mammals. (i) A certificate
holder may take marine mammals so
long as such taking is an incidental
occurrence in the course of normal
commercial fishing operations. Marine
mammals taken incidental to
commercial fishing operations shall be
immediately returned to the
environment where captured without
further injury.

(ii) A certificate holder may take such
steps as are necessary to protect his
catch, gear, or person from depredation,
damage or personal injury without
inflicting death or injury to any marine
mammal.

[iii) Only after all means permitted by
paragraph (d)(3)(ii) of this section have
been taken to deter a marine mammal
from depredating the catch, damaging
the gear, or causing personal injury, may
the certificate holder injure or kill the
animal causing the depredation or
immediate damage, or about to cause
immediate personal injury; however, in
no event shall a certificate holder kill or
injure an Atlantic bottlenosed dolphin,
Tursiops truncatus, under the provisions
of this paragraph. A certificate holder
shall not injure or kill any animal
permitted to be killed or injured under
this paragraph unless the infliction of
such damage is substantial and
immediate and is actually being caused
at the time such steps are taken. In all
cases, the burden is on the certificate
holder to report fully and demonstrate
that The animal was causing substantial
and immediate damage or about to
cause personal injury and that all
possible steps to protect against such
damage or injury as permitted by
paragraph (d)(3)(ii) of this section were
taken and that such attempts failed.

(iv] Marine mammals taken in the
course of commercial fishing operations
shall be subject to the provisions of Sec.
216.3 with respect to "Incidental catch,"
and may be retained except where a
specific permit has been obtained
authorizing the retention.

(v] All certificate holders shall
maintain logs of incidental take of
marine mammals in such form as
prescribed by the Assistant
Administrator. All deaths or injuries to
marine mammals occurring in the course
of commercial fishing operations under
the conditions of a general permit shall
be immediately recorded in the log and
reported in writing to the Regional
Director, National Marine Fisheries
Service, where a certificate application
was made, or to an enforcement agent
or other designated agent of the
National Marine Fisheries Service, at
the earliest opportunity but no later than

five days after such occurrence, except
that ifa vessel at sea returns to port
later than five days after such
occurrence, then it shall be reported
within forty-eight hours after arrival in
port. Reports must include:

(A) the location, time, and date of the
death or injury;

(B) the identity and number of marine
mammals killed or injured; and

(C) a description of the circumstances
which led up to and caused the death or
injury.

(vi) Failure to comply with the
provisions of the general permit or
certificate of inclusion including, but not
limited to, failure to submit to an
inspection of the vessel, marine mammal
logs and required gear, upon demand by
an authorized Federal enforcement
agent, or failure to adhere to the
provisions of these regulations will
subject the certificate holder to a
revocation of his certificate and also
subject the certificate holder, vessel
owner or master to the penalties
provided for under the Act.

(4] Stationary Gear. (i) A certificate
holder may take marine mammals so
long as such taking is an incidental
occurrence in the course of normal
commercial fishing operations. Marine
mammals taken incidental to
commercial fishing operations shall be
immediately returned to the
environment where captured without
further injury.

(ii) A certificate holder may take such
steps as are necessary to protect his
catch, gear, or person from depredation,
damage or personal injury without
inflicting death or injury to any marine
mammal.

(iii) Only after all means permitted by
paragraph (d)(4](ii) of this section have
been taken to deter a marine mammal
from depredating the catch, damaging
the gear, or causing personal injury, may
the certificate holder injure or kill the
animal causing the depredation or
immediate damage, or about to cause
immediate personal injury;, however, in
no event shall a certificate holder kill or
injure an Atlantic bottlenosed dolphin,
Tursiops truncatus, under the provisions
of this paragraph. A certificate holder
shall not injure or kill any animal
permitted to be killed or injured under
this paragraph unless the infliction of
such damage is substantial and
immediate and is actually being caused
at the time such steps are taken. In all
cases, the burden is on the certificate
holder to report fully and demonstrate
that the animal was causing substantial
and immediate damage or about to
cause personal injury and that all
possible steps to protect against such
damage or injury as permitted by

paragraph (ii) were taken and that such
attempts failed.

(iv) Marine mammals taken in the
course of commercial fishing operations
shall be subject to the provisions of Sec.
216.3 with respect to "Incidental catch."
and may not be retained except where a
specific permit has been obtained
authorizing the retention.

(v) All certificate holders shall
maintain logs of incidental take of
marine mammals in such form as
prescribed by the Assistant
Administrator. All deaths or injuries to
marine mammals occurring in the course
of commercial fishing operations under
the conditions of a general permit shall
be immediately recorded in the log and
reported in writing to the Regional
Director, National Marine Fisheries
Service, where a certificate application
was made, or to an enforcement agent
or other designated agent of the
National Marine Fisheries Service, at
the earliest opportunity but no later than
five days after such occurrence, except
that if a vessel at sea returns to port
later than five days after such
occurrence, then it shall be reported
within forty-eight hours after arrival in
port. Reports must include:

(A) the location time, and date of the
death or injury;

(B) the identity and number of marine
mammals killed or injured, and

(C) a description of the circumstances
which led up to and caused the death or
injury.

(vi) Failure to comply with the
provisions of the general permit or
certificate of inclusion including, but not
limited to. failure to submit to an
inspection of the vessel, marine mammal
logs and required gear. upon demand by
an authorized Federal enforcement
agent, or failure to adhere to the
provisions of these regulations will
subject the certificate holder to a
revocation of his certificate and also
subject the certificate holder, vessel,
owner or master to the penalties
provided for under the Act.

(5) Other Gear. (i) A certificate holder
may take marine mammals so long as
such taking is an incidental occurrence
in the course of normal commercial
fishing operations. Marine mammals
taken incidental to commercial fishing
operations shall be immediately
returned to the environment where
captured without further injury.

(ii) A certificate holder may take such
steps as are necessary to protect his
catch, gear, or person from depredation,
damage or personal injury without
inflicting death or injury to any marine
mammal.

(iii) Only after all means permitted by
paragraph (d)(5)[ii) of this section have
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been taken to deter a marine mammal
from depredating the catch, damaging
the gear, or causing personal injury, may.
the cerificate holder injure or kill the-
animal causing the depredation or,
immediate damage, or about to cause
immediate personal injury; however, in
no event shall a certificate holder kill or
injure an Atlantic bottlenosed dolphin,
Tursiops truncatus, under the provisions
of this paragraph. A certificate holder
shall not injure. or kill any animal
permitted to be killed or injured under
this paragraph unless the infliction of
such damage is substantial and
immediate and is actually being caused
at the time such steps are taken. In all,
cases, the burden is on the certificate
holder to report fully and demonstrate
that the animal was causing substantial
and immediate damage or about to
cause personal injury and that all
possible steps to protect against such
damage or injury as permitted by
paragraph (d)(5)(ii) of this section were
taken and that such attempts failed.

(iv) Marine mammals taken in-the
course of commercial fishing operations
shall be subject to the provisions of Sec.
216.3 with respect to "Incidental catch,"
arid may not be retained except where a
specific permit has been obtained
authorizing the retention.

(v) All certificate holders shall
maintain logs of incidental take of
marine mammals m such form as
prescribed by the Assistant
Administrator. All deaths or injuries to
marine mammals occurring in the course
of commercial fishing operations under
the conditions of a general permit shall
be immediately recorded in the log and
reported in writing to the Regional
Director,"National Marine Fisheries
Service, where a certificate application
was made, or to an enforcement agent,
or other designated agent of the
National Marine Fisheries Serviceat
the earliest opportunity but no later than
five days after such occurrence, except
that if a vessel at sea returns to port
later than five days after such
occurrence, then it shall be reported
within forty-eight hours after arrivain
port. Reports must include:

(A) the location, time, and date of the
death or injury;

( (B) the identity and number of marine"
mammals killed or injured; and

(C) a description of the circumstances'
which led up to and caused the death or
injury.

(vi) Failure to comply wiih the
provisions of the general permit or
certificate of inclusion including, but not
limited to, failure to submit to an
inspection of the vessel, marine mammal
logs and required gear, upon demand by
an authorized Federal enforcement

agent, oi failure to adhere to the
provisions of these regulations will
subject the certificate holder to a
revocation of his certificate and also
subject the certificate holder, vessel, or
master to the penalties provided for
under the Act.

(e) Importation: (1) It shall be illegal to
import into the United States any fish,
whether fresh, frozen or otherwise
prepared, if such fish were caught in a
manner prohibited by these regulations
or in a manner that would not be
allowed in circumstances where a
person subject to the jurisdiction of the
United States would be required to have
a certificate of inclusion in a general
permit hereunder, whether or not any
marine mammals were in fact taken
incidental to the catching of the fish,
unless the Assistant Administrafor
makes a finding and publishes such
finding in the Federal Register, that such
fishing, although not in conformity with
the specific requirements of these
regulations, is accomplished in a manner
which does not result in an incidental

* mortality and serious injury rate in
excess of that which results from fishing
operations under these regulations.

(2) The following fish and categories
of fish,-which the Assistant

• Administrator has determined are
involved with commercial fishing
6perations which cause the death or
injury of marine mammals, are subject
to the piohibitions and documentation
requirements of this section:
• (i) Salmon and halibut. The.following
U.S. Tariff Schedule Item Numbers
identify these categories of salmon and
halibut products which are imported
into the United States and are to be
covered by the documentation and
certification regulations of § 216.24(e)(3):
110.20-25 Halibut, fresh or chilled.
110.20-30 Halibut, frozen.
110.20-45 Salmon, fresh or thilled.
110.10-50 Salmon, frozen.
110.70-40 Halibut, other-except portion

controlled steaks.
111.48-00 Salmon, salted.
111.88-00 Salmon, smoked or kilipered.

.112.18-00 Salmon, preserved, not in oil.

(ii) Yelloi4fin tuna. The following U.S..
Tariff Schedule Item Numbers identify
the categories of tuna and tuna products
under which yellowfin tuna is imported
into the United States, and are subject
to the importation restrictions of
paragraph (e)(4) of this section after
December 31, 1977: --

110.10-20 Tuna; yellowfin, whole-fish. -
110.10-25 Tuna; yellowfin, eviscerated, head

on. ' -
110.10-30 Tuna; yellowfin, eviscerated, head

off.
110.10-37 Tuna; yellowfin, other.

112.30-40 Tuna; canned, other than)whlte,
meat, no oil-except cans marked as
other than yqllowfln tuna In a manner,
approved in advance by the Assistant
Administiator.

112.34-00 Tuna; canned, other, no oil-
except cans marked as other than
yellowfin tuna in a manner approved In
advance by the Assistant Administrator.

112.90-00 Tuna; canned, other, no oil-
except cans marked as other than
yellowfin tuna In a manner approved In
advance by the Assistant Administrator.,

(3] Salmon and Halibut. All fish and
categories of fish listed in paragraph
(e)(2)(i) of this section shall be denied
entry into the United States unless
accompanied by a separate Fisheries
Certificate of Origin'(Standard Form
369-i) from each country whose flag
vessels caught fish involved in the
importation. The Fisheries Certificate of
Origin should include the following
information:

(i) The country of origin and
(ii) The identity and quantity of fish:

and, either
(iii) After the Assistant Administrator

has published the finding referred to In
paragraph (e)(1) of this section, a
statement from a responsible official'of
the contry-of origin that the fishing
technology permitted by the country of
origin with respect to the species of fish
presented for importation into the
United States does not result in a rate of
serious injury or death to marine
mammals in excess of that which results
from U.S. commercial fishing operations
as prescribed by these regulations.
Country of origin for the purposes of this
section shall mean the country under
whose flag the fish catching vessels are
documented and whose fish are a part
of any cargo or shipment of fish to be
imported into the U.S. regardless of any
transshipments; or

(iv] A statement by a responsible
official of the country of origin or the
master of the vessel which caught the
fish that such fish were not caught in a
manner prohibited for U.S. fishermen by
these regulations, The statement shall
identify the species, quantity, and
exporter of the fish to which the
statemenit refers; or

(v) Any nation may certify to the
Assistant Administrator either (A) that
all of its vessels fishing under its flag are
fishing in conformance with these
regulations; or (B) a list of the vessels,
by name and official number, fishing
under such nation's flag which are
fishing in conformance with these
regulations; or (C) that all of the vessels
fishing under such nation's flag, with the
exception of any vessels specifically
listed by name and official number, are
fishing in conformance with these
regulations. If methods (B) or (C) are
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used, the shipping documentation must
also show the name and official number
of the vessel which caught the fish
presented for importation. The Assistant
Administrator may then make a finding,
and publish such finding in the Federal
Register, that fish imports listed in
paragraphs (e(2)(i) from a nation or
from an identified segment of a nation's
fishing fleet, are exempted from the
documentation provisions of this
section.

(4)(i) Yellowfin tuna: All shipments of
fish and products listed in paragraph
(e](2)(ii) of this section, from any nation,
shall not be entered into the United
States for consumption or withdrawn
from warehouse for consumption unless
a finding has been made pursuant to
paragraph (e)(5)(i) of this section, and
unless accompanied by the following
documentation: (A) A separate
Yellowfin Tuna Certificate of Origin
(Standard Form 370-1) and (B) a bill of
lading from each country whose flag
vessels caught yellowfin tuna involved
in the importation. (ii) The Yellowfin
Tuna Certificate of Origin must include
the following information: (A) Country
of origin of the fishing vessel(s)
involved; (B) Exporter (name and
address); (C) Consignee (name and
address); (D) Identity and quantity of
the yellowfin tuna to be imported, listed
by U.S. Tariff Schedule Number, (E)
Name of vessel(s) which caught the
yellowfin tuna; (F) Fishing method used
(i.e., purse seine, longline, pole and line,
etc.); (G) Other documentation as may
be required by the Assistant
Administrator, subsequent to granting a
finding in paragraph (e](5) of this
section; (H) Must be signed by either a
responsible government official of the
country whose flag vessel caught the
fish or the vessel master, below the
following certification statements:

I certify that the yellowfin tuna described
in (D) above was caught by flag vessels of a
country either, (1) not required to obtain a
finding from the United States Department Qf
Commerce (National Marine Fisheries
Service) under 50 CFR 216.24(e](5). and the
fish was not caught in a manner prohibited
for United States fishermen by the United
States Marine Mammal Regulations 50 CFR
216.24(d)(2). or (2) which has been found by
the United States Department of Commerce
(National Marine Fisheries Service) to be in
conformance with the United States Marine
Mammal Regulations 50 CFR 216.241e)(5).

I certify that the above information is
complete, true and correct to the best of my -
knowledge and belief. I understand that my
making a false statement may subject me to
the criminal penalties under the Marine
Mammal Protection Act of 1972.

(1) Must also be signed by the
exporter, under the following
declaration:

The undersigned hereby declares that.
based on the above statements, the yellowfin
tuna herein offered for importation into the
United States, was caught by flag vessels of
(country) in conformance with the United
States Marine Mammal Regulations 50 CFR
216.24.

(5)(i) Any tuna or tuna products in the
classifications listed in paragraph
(e)(2)(ii) of this section from countries of
origin (as documented under (e)(4)
above) whose vessels operate in the
yellowfin tuna purse seine fishery in the
eastern tropical Pacific Ocean, as
determined by the Assistant
Administrator, shall not be entered into
the United States for consumption or
subsequently withdrawn from
warehouse for consumption unless the
Assistant Administrator makes a finding
in consultation with the U.S. Department
of State, and publishes such finding in
the Federal Register that fishing
operations in the country of origin are
conducted in conformance with U.S.
regulations and standards as stated in
paragraph (d)[2) of this section. The
Assistant Administrator may make a
finding that, although not in conformity
with these regulations, such fishing is
accomplished in a manner which does
not result in an incidental mortality and
serious injury in excess of that which
result from U.S. fishing operations under
these regulations. Upon such a finding
unloading may be allowed. Country of
origin for the purposes of this section
(Sec. 216.24(e)) shall mean the country
under whose flag the fish catching
vessels are documented and whose fish
are a part of any cargo or shipment of
fish to be imported into the U.S.
regardless of any transshipments.

(ii) Countries of origin desiring to
obtain a finding which will allow the
importation of products listed in
paragraph (e)(2)(ii) of this section must
submit, by appropriate government
official, to the Assistant Administrator,
National Marine Fisheries Service,
National Oceanic and Atmospheric
Administration, Department of
Commerce, Washington, D.C. 20235, the
following information: (A) A statement
of the quantity and type (identified by
U.S. Tariff Schedule Item Numbers
listed in paragraph (e)[2)(i) of this
section) of fish or fish products expected
to be imported into the U.S.; (B) A
detailed description of the fishing
technology and procedures utilized in
tuna purse seine fishing to protect
marine mammals so that a
determination of conformance with Sec.
216.24(d)(2) of these regulations can be
made, or the effectiveness of any other
equivalent technology or procedures can
be assessed; (C) A statement of the
number of marine mammals killed or

seriously injured (by species) incidental
to the yellowfin tuna purse seine
operations on porpoise for the previous
year, and the manner in which the
information was obtained (logbooks,
observers, interviews, or other
procedures); (D) A statement of the
number of marine mammals which will
be allowed to be killed or seriously
injured annually incidental to yellowfin
tuna purse seine operations; (E) A
statement of the procedures to be
required, including quotas and other
controls which will meet the U.S.
requirements to limit the level of
mortality with specific reference to any
species or stock designated as depleted;
and [F) A list of vessels which may be
involved in the taking of marine
mammals incidental to yellowfin tuna
purse seining.

(iii) The Assistant Administrator will
review each Tation's findings annually
upon receipt of information required
under paragraph (e)C5)(ii) which pertains
to a preceeding calendar year, and a
request of a continuation of a finding by
the country of origin. This information
should be submitted by September 1
preceding the calendar year for which
the exportation is requested. The
Assistant Administrator may require
verification of statements made in
connection with requests to allow
importations. The Assistant
Administrator will reconsider a finding
upon a request from. and the submission
of additional information from, the
country of origin.

(6) Fish refused entry. If fish is denied
entry under the provisions of Sec.
216.24(e)(3) or Sec. 216.24(e)(4), the
District Director of Customs shall refuse
to release the fish for entry into the
United States and shall issue a notice of
such refusal to the importer or
consignee.

(7) Release under bond. Provided
however that fish not accompanied or
covered by the required documentation
or certification when offered for entry
may be entered into the United States if
the importer or consignee gives a bond
on Customs Form 7551, 7553, or 7595 for
the production of the required
documentation or certification. The
bond shall be in the amount required
under 19 CFR 25.4(a). Within 90 days
after such Customs entry, or such
additionat period as the District Director
of Customs may allow for good cause
shown, the importer or consignee shall
deliver a copy of the required
documentation or certification to the
District Director of Customs, and an
original of the required documentation
or a copy of the certification to the
Regional Director of the National

72195
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Marine Fisheries Service, unless the
District Director of Customs has
received notification from the National
Marine Fisheries Service that the'fish is
covered by a certification. If such
documcntation, certification, or
notification is not delivered to the
District Director of Customs for the port
of entry of such fish within 90 days of
the date of Customs entry or such
additional period as may have been
allowed by the District Director of
Customs for good cause shown, the
importer or consignee shall redeliver or
cause to be redelivered to the District
Director of Customs those fish which
were released in accordance with this
paragraph. In the event that any such
fish is not redelivered within 30 days -

following the date specified in the
preceding sentence, liquidated damages
shall be assessed in the full amount of
bond given on Form 7551. When the
transaction has been charged against a
bond given on Form 7553 or 7595,
liquidated damages shall be assessed in
the amount that would have been
demanded under the preceding sentence
under a bond given on Form 7551. Fish-
released for entry into the United States
through use of the bonding procedure
provided in this paragraph shall be
subject to the civil and criminal
penalties and the forfeiture provisions
provided for under the Act if (ij the
required documentation or certification
is not delivered to the Regional Director
of the National Marine Fisheries Service
within 90 days of the date of Customs
entry, or such additional period as may
hhve been allowed by the District
Director of Customs for good cause
shown, or (ii), the required certification
is not on file in the office of th6
Assistant Administrator, National
Marine Fisheries Service, National
Oceanic and Atomspheric -
Administration, Department of
Commerce, Washington, D.C. 20235,
within this 90 day periold or such
additional period as may have been
allowed by the District Director of
Customs for good cause shown. Fish-
refused entry into the United States
shall also be subject to the civil and
criminal penalties and the forfeiture
provisions provided for under the Act.,

(8) Disposition offish refused entry
into the United States; redelivered fish.
Fish which is denied entery under Sec.
216.24(e)(3) or Sec. 216.24(e)(4) or which
is redelivered in accordance with Sec.
216.24(e)(7) and which is not exported
under Customs supervision within 90

' days from the date of notice of refusal of
'admission or date of redelivery shall be
-disposed of under Customs laws and
regulations. Provided however, that any

disposition shall not result in an
introduction into the United States of
fish caught in violation of the Marine -
Mammal Protection Act of 1972.

(f) Observers.-1) The vessel
* certificate holder of any certificated
vessel shall, upon the proper notification
by the National Marine Fisheries
Service, allow an observer duly
authorized by the Secretary to
accompany the vessel on any or all
.regular fishing trips for the purpose of
conducting research and observing
operations, including collecting
information which may be .used in civil
or criminal penalty proceedings,
forfeiture actions, or permit or certificate
sanctions.

(2) Researchand observation duties
shall be carried out in such a manner as
to minimize interference with
co6hmercial fishing-operations. The
navigator shall provide true vessel
locations by latitude and-longitude,
accurate to the hearest minute, upon
request.by the observer. No owner,
master, operator, or crew member of a,
certificated vessel shall impair or in any
way interfere with the research or
observations being carried out.

(3) Marine mammals killed during
fishing operations which are accessible
to crewmen and requested from the
certificate holder or master by the
observer shall be brought aboard the
vessel and retained for biological
processing, until released by the
observer for return to the ocean. Whole
marine mammals designated as
biological specimens by the observer
shall be retained in cold storage aboard
the vessel until retrieved by authorized
personnel of the National Marine
Fisheries Service when the vessel
returns.to port for unloading.

(4) The Secretary shall provide for the
payment of all reasonable costs directly
related to'the quartering and
maintaining of such observers on board
such vessels. A vessel certificate holder
who hasbeen notified that the vessel is
required to carry an observer, via
certified letter from the National Marine
'Fisheries Service, shall notify the office
from which the letter was received at
least five days in advance of the fishing
voyage to facilitate observer placement.
A vessel certificate holder who has
failed to comply with the provisions of -
this section may not engage in fishing
operations for which a-general permit is-
required.

(5) It is unlawful for any person to
forcibly assault, impede, intimidate,
interferewith, influence or attempt to
influence an observer placed aboard a
vessel.

(g)'Penalties and rewards: Any person
or vessel subject to the jurisdiction of

the Unif-dStates shall be subject to th6
penalties provided for under the Act for
the conduct of fishing operations in
violation of these regulations.The
Secretary shall recommend to the
Secretary of the Treasury that an
amount equal to one-half of the fine
incurred but not to exceed $2,500 be
-paid to any person who furnishes
information which leads to a conviction
for a violation of these regulations. Any
officer, employee, or designated agent of
the United States or of any State or local
government who furnishes information
or renders service in tI'e performance of
his official duties shall not be eligible for
payment under this section.
IFR Doc. 80-33529 Filed 10-30-0. 8:45 uml

BILUNG CODE 3510-22-M

50 CFR Part 652

Atlantic Surf Clam and Ocean Quahog
Fisheries; Clarification to Regulations

AGENcY:,National Oceanic and
Atmospheric Administration (NOAA)/
Commerce.
ACTION: Notice of clarification to
regulations.

SUMMARY: On January 3,1980 (45 FR
786), final regulations were published
implementing an amendment to the
Fishery Management Plan for the
Atlantic Surf Clam and Ocean Quahog
Fisheries. In those regulations three
Appendices (A,.B, and C) were
published on pages 794-97. References
to those Appendices occurred at three
places in & 652.23 on page 793.

Those regulations are being codified
in the Code of Federal Regulations (the
Code). The three Appendices will not be
published in the Code. In addition, the
three references to the Appendices
which occur on page 793 are deleted,
EFFECTIVE DATE: This clarification Is
effective on September 30,1980.
FOR FURTHER INFORMATION CONTACT.
Denton R. Moore, Chief, Permits and
Regulations Division, National Marine
Fisheries Service, Washington, D.C.
-20235. Telephone: (202] 634-7432.

(16 U.S.C. 1801 et seq.)
Signed at Washington, D.C. this 20th day Of

October, 1980.
Robert K. Crowell,
Deputy Executive Director, NationalMarine
Fisheries Service.
IFR Doc. 80-34178 Filed 10-30-80:8.45 timI

BILUNG CODE 3510-22-M
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Proposed Rules Federal Regiter

Vla.tb No. 213
Friday. October 31. 1980

This section of the FEDERAL REGISTER
contains notices to the public of the
proposed issuance of rules and
regulations. The purpose of these notices
is to give interested persons an
opportunity to participate in the rule
making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Food Safety and Quality Service

7 CFR Part 2852

U.S. Standards for Grades of Frozen
Strawberries

AGENCY: Food Safety and Quality
Service, USDA.
ACTION: Proposed rule; extension of
comment period.

SUMMARY: On April 25, 1980, the Food
Safety and Quality Service published in
the Federal Register a document
proposing to amend the U.S. Standards
for Grades of Frozen Strawberries. The
proposed rule would (1] provide a
definition for halves style; (2] convert to
statistical sampling; (3] replace dual
grade nomenclature with single letter
designations; (4) establish standards
similar to those of the Food and Drug
Administration and the Codex
Alimentarius; and (5) assign "A" or "B"
grades to all sizes of containers while
limiting other quality levels to nonretail
size containers over 2.7 kg (6 lbs.]. In
response to a request for additional time
to study the proposal and gather data,
the Department is extending the
comment period to September 30,1981.
DATE: Comments must be received by
September 30, 1981.
ADDRESS: Written comments to:
Regulations Coordination Division, Attn:
Annie Johnson, Food Safety and Quality
Service, Compliance Program, U.S.
Department of Agriculture, Room 2637,
South Agriculture Building, Washington,
D.C. 20250.
FOR FURTHER INFORMATION CONTACT.
Mr. Howard W. Schutz, Processed
Products Branch, Fruit and Vegetable
Quality Division, Food Safety and
Quality Service, U.S. Department of
Agriculture, Washington, D.C. 20250,
(202) 447-6247. The Draft Impact
Analysis describing the proposed rule
and the impact of implementing each
option is available on request from the
above-named individual.

SUPPLEMENTARY INFORMATION:

Significance

The proposal was reviewed under
USDA procedures established in
Secretary's Memorandum 1955 to
implement Executive Order 12044, and
has been classified "not significant".

Backgrqund "

On April 25.1980, the Food Safety and
Quality Service published a proposed
rule (45 FR 27944-27948) to amend the
United States grade standards for frozen
strawberries which would (1) provide
for a definition of halves style of frozen
strawberries; (2) follow the USDA policy
of replacing a dual grade nomenclature
with single grade designations (Grades
"A" and "B"); (3) convert to statistical
(attributes) sampling for inspection of
frozen strawberries; and (4) assign the
gi'ades of "A" or "B" to all sizes of
containers while limiting the quality
level. "Strawberries for
Remanufacture", to nonretail size
containers over 2.7 kg (6 lbs.). Interested
persons were given until October 31,
1980, to comment.

The Department has been requested
by the American Frozen Food Institute
to extend the period of time within
which data, views, or arguments may be
submitted to September 30,1981. The
request stated that additional time was
needed in order to gather data during
the actual frozen strawberry processing
season.

Since the Department is interested in
receiving-meaningful data, the
Department has determined that these
circumstances are considered sufficient
justification for extending the comment
period to September 30, 1981.

Done at Washington, D.C. on October 27.
1980.

Thomas P. Grumbly,
Acting Administrator. Food Safey and
Quality Service.
[FR D- 80-33944 Fdied 10--:110, A 45 atr

BILLNG CODE 3410-DM-4

9 CFR Parts 317 and 381

Advance Notice of Proposed
Rulemaking; Prior Labeling Approval
Pilot Program

AGENCY: Food Safety and Quality
Service, USDA.

ACTION: Advance notice of proposed
rulemaking.

SUMMARY: The Food Safety and Quality
Service (FSQS) in an effort to streamline
regulatory procedures is considering
amending the meat and poultry
inspection regulations to include the
delegation of certain labeling approval
authority to Inspectors-in-Charge in the
field. To test the feasibility of such
delegation, a 120-day pilot program will
begin December 1, 1980, in three
selected meat and poultry inspection
areas. The three selected areas include:
Missouri (Southwestern Region].
Kentucky (Southeastern Region, and
the Hyattsville area which includes
Maryland, Delaware, and the District of
Columbia (Northeastern Region). -

DATES: Pilot program to begin December
1. 1980. Comments must be received on
or before December 31, 1980.
ADDRESSES: Written comments to:
Regulations Coordination Division, Attn:
Annie Johnson. Food Safety and Quality
Service, Compliance Program, Room
2637, South Agriculture Building. U.S.
Department of Agriculture, Washington,
DC 20250. Oral comments to Ms. loan
Moyer Schwing. (202] 447-4293. (For
additional information on comments,
see Supplementary Information).
FOR FURTHER INFORMATION CONTACT.
Ms. Joan Moyer Schwing. Deputy
Director, Meat and Poultry Standards
and Labeling Division. Compliance
Program, Food Safety and Quality
Service, U.S. Department of Agriculture,
Washington, DC 20250. The Task Force
Report referred to in this Notice is
available for review by the public in the
regulations Coordination Division.
SUPPLEMENTARY INFORMATION:.

Comments
Interested persons are invited to

submit comments and information
concerning this Notice. Written
comments must be sent in duplicate to
the Regulations Coordination Division.
Comments should bear a reference to
the date and page number of this issue
of the Federal Register. Any person
desiring opportunity for oral
presentation of views concerning this
Notice must make such request to Ms.
Schwing so that arrangements may be

'made for such views to be presented. A
transcript shall be made of all views
orally presented. All comments
submitted pursuant to this Notice will be
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made available for public inspection in
the Regulations Coordination Division
during regular business hours.

Background
Pursuant to the authority contained in

the Federal Meat Inspection Act (21
U.S.C. 601 et seq.) and the Poultry
Products Inspection Act (21 U.S.C. 451 et
seq.), FSQS maintains a prior approval
program for labels and other labeling
operated exclusively within Agency
headquarters in Washington, DC, in
order to assure that federally inspected
mqat and poultry products are properly
marked, labeled, and packaged and not
misbranded. Under current procedures,
the Washington' staff reviews
approximately 100,000 labeling
applications per year, and the approved,-
labela and other labeling are returned to
the applicant for use under the
supervision of local inspection
personnel. For several months, the
Agency has been conducting a
comprehensive review of these prior
labeling approval procedpres in an effort
to streamline the prior approval process.
As a result, the Agency has considered
delegating certain labeling approval
authority to Agency field offices. While
inspection personnel are presently
vested with some authority, in this
regard (see 9 CFR 317.4[c) and (d), 317.5,
381.134, and 381.135), this authority is
rather limited, andjn many instances, is
frequently not exercised.
Recommendations

A joint Compliance/Meat and Poultry
Inspection Program (MPI) Task Force,'
was recently established to explore the
possibility of field delegation in condert.
with this overall objective of
streamlining the labeling approval
process. The Task Force first met on July
I and 2, 1980, in Washingtoh," DC, to
identify and discuss the various options
available.

The Task Force considered the,
following three options: -o

1. Inspector-in-Charge Proposal
2. Area Office Proposal
3. Combination Inspector-in-Charge/

Area Office Proposal
-The first two options involved

delegating authority to MPI field levels
to-appove "simple" labels (both -
sketches and finals) and all'final labels
that are consistent with sketches
previously approved by the Washington
label review staff. In the first option, the
Inspector-in-Charge would approve the
label while in the second option,
specialists in the.Area offices would
approve the labels specified. The third
option discussed built upon the
Inspector-in-Charge prbposal by adding
authority for the Area office to approve

labels of "medium" complexity. After
lengthy discussion of the pros and cons
-to each option, the Task Force
recommended that a pilot program be
initiated to test the feasibility and
effectiveness of the first and third
options prior to any regulatory change.
The Task Force's recmmendations are
available for review by the public in the
Regulations Coordination Division. The
Agency is soliciting cdmments on the
Task Force's recommendations and each
of the three options considered by the
Task.Force.

Proposed Regulatory Changes

The Agency as part of this Notice is
also seeking public comment on its
intent to propose several regulatory
changes that would modify its present

'labeling approval process as contained
in 9 CFR 317.4 (for meat food products)
and 381.115 (for poultry products).

Briefly, the-regulatory changes under
consideration would:

1. Allow the Inspector-in-Charge to
approve final labeling which is identical -
to a sketch previously approved by the
Washington Office;
. -2. Separate labeling into two distinct
classes-"simple" labeling as described
later in this Notice under Pilot Program,
and "nonsimple" labeling; and

3. Delegate the labeling approval
authority for simple labeling to the
Inspector-in-Charge at the field level,

The Agency is particularly interested
in learning whether such field delegation
will adequately serve industry's needs
for prompt review and approval of
labeling-modifications, and suggestions
as to how the labeling approval
procedure can otherwise by improved.

Pilot Program

The Administrator has considered the
Task Force's recommendations and has
decided, while seeking pdblic comment
inder the prenotice procedure, to test
initially the first option through a 120-
day pilot Irogram. Three areas have
been selected for the pilot program.
These areas include: Missouri
(Southwestern Region), Kentucky
'(Southeastern Region), and the
Hiattsville area which includes
Maryland, Delaware, and the District of
Columbia (Northeastern Region). Jn
selecting these areas, the Agency
attempted to evaluate the labeling
expertise df inspection personnel within
the area and also sought a
representative cross-section of
establishments in order to encompass a
full variety of labeling issues. Beginning
December 1, 1980, Inspectors-in-Charge
in these areas will.approve any "simple"
labeling (sketches and final s) and any
final labeling which have previously had

a sketch approved by the Washington
label review staff. For the purposes of
the pilot study; "simple" labels or other
labeling that the Inspectors-in-Charge in
these three areas can approve include
the following:

1. Previously approved labels or
labeling where the modifications fall
into one of the following categories:

a. Those labels and other labeling
identified in 9 CFR'317.4(cf, 317.4(d),
317.5, 381.134, and 381.135.

b. Meat and poultry inspection
legends.

c. Meat carcass and meat food
product brands.

2. Labels rootker labeling not
previously approved for products
containing a single ingredient an d which
do not contain information, statements
or claims, such as:

a. Quality claims including but not
limited to such things as: Blue Ribbon,
Choice, Prime, etc.;

b. Negative claims;
c. Geographical claims;
d. Nutritional claims;
e. Guarantees; or
f. Foreign language.
In addition to these "simple" labels or

other labeling,-the Inspectors-in-Charge
in these three areas may approve all
final labels or other labeling having a
sketch approval by the Washington
label review staff when the final
labeling exactly matches the approved
sketch.

Participation in the pilot program Is
voluntary. The Agency encourages
industry located in these three areas to
participate in the pilot program. When a
company'has determined that the labels
or other labeling for which it seeks
approval can be apprbved by the
Inspector-in-Charge based on the
criteria specified in this Notice, the

,application may be submitted to the
inspector. The Inspector-in-Charge will
then review the label or other labeling
and determine if action can be taken. If
the Inspector-in-Charge determines that
the label or other labeling does not meet
-the criteria specified in this Notice, the
label or other labeling will be returned
to the company to be transmitted to the
Washington label review staff. All
appeals of labeling review decisions
must still be made to the Washington
label review staff, An applicant seeking
review of a decision made by the
Inspector-in-Charge in this regard
should, therefore, transmit the label or
other labeling in the usual manner to the
Washington office, specifying the basis
for the appeal.

The Agency will evaluate the results
of the pilot program and the comments
received to this Notice prior to deciding
whether to make a proposal,
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Done at Washington, DC. on: October 24.
1980.
Donald L Houston,
Administrator, FoodSafety and Quality
Service.
IFR Do. 80-33839 Filed 10-30-80; &4S am]

BILu.NG CODE 3410-D"41

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Part 271

High-Cost Gas Produced From Tight
Formations

AGENCY: Office of Pipeline and Producer
Regulation, Federal Energy Regulatory
Commission, DOE.
ACTION: Notice of Proposed Rulemaking.

SUMMARY: The Federal Energy
Regulatory Commission is authorized by
section 107(c)(5) of the Natural Gas
Policy Act of 1978 to designate certain
types of natural gas as high-cost gas
where the Commission determines that
the gas is produced under conditions
that present extraordinary risks or costs.
Under section 107(c](5), the Commission
issued a final regulation designating
natural gas produced from tight
formations as high-cost gas subject to an
incentive price (18 CFR 271.703). The
rule establishes procedures for
jurisdictional agencies to submit to the
Commission recommendations of areas
for designation as tight formations. This
notice of proposed rulemaking contains
the recommendation of the Colorado Oil

-and Gas ConservationCommission that
the Lower Mesaverde formation
(consisting of the Rolling, Cozzette and
Corcoran Sandstone members] be
designated as a tight formation under
§ 271.703(d).
DATE: Comments on the proposed rule
are due on November 26,1980.
PUBUC HEARING: No public hearing is
scheduled in this docket as yet. Written
requests for a public hearing are due on
November 11, 1980.
ADDRESS: Comments and requests for
hearing must be filed with the Office of
the Secretary, 825 North Capitol Street,
N.E., Washington, D.C. 20426.
FOR FURT14ER INFORMATION CONTACT.
Leslie Lawner, (202) 357-8299 or Victor
Zabel (202) 357-8559.
October 27.1980.

I. Background

On October 3, 1980, the State of
Colorado Oil and Gas Con~ervation
Commission (Colorado] submitted to the
Commission a recommendation, in

accordance with § 271,703 of the
Commission's final regulations (45 FR
56034, August 22, 1980) that the Rollins.
Cozzette and Corcoran sandstones
underlying specified lands in Mesa
County, Colorado be designated in the
Commission's regulations as tight
formations. On October 20.1980.
Colorado submitted a corrected
recommendation redefining the
recommended formation as the Lower
Mesaverde formation (consisting of the
Rollins, Cozzette and Corcoran
Sandstone members). Pursuant to
§ 271.703(c)(4) of the regulations, this
Notice of Proposed Rulemaking is
hereby issued to determine whether
Colorado's recommendation that the
Lower Mesaverde formation be
designated a tight formation should be
adopted. The United States Geological
Survey concurs with Colorado's
recommendation. Colorado's
recommendation and supporting data
are on file with the Commission and are
available for public inspection.

The recommended formation is
located approximately 30 miles east-
northeast of Grand Junction, Colorado
and lies in the Plateau Creek Field area
in Mesa County, Colorado. The average
depth to the top of the producing
interval is approximately 3,850 feet.

II. Discussion of the Recommendation

Colorado claims in its submission that
evidence gathered through information
and testimony presented at a public
hearing in Cause No. NG--7 convened by
Colorado on this matter demonstrates
that;

(1) The average in-situ gas
permeability throughout the pay section
of the proposed area is not expected to
exceed 0.1 millidarcy;

(2) The stabilized production rate,
against atmospheric pressure, of wells
completed for production from the
Lower Mesaverde formation (as
defined), without stimulation, is not
expected to exceed the maximum
allowable production rate set out in
§ 271.703(c)(2)(i)[B); and

(3) No well drilled into the
recommended formation is expected to
produce more than five (5) barrels of
crude oil per day.

Colorado further asserts that the
typical casing design of wells drilled in
the recommended formation, as required
by Colorado's rules and regulations, will
protect fresh water aquifers.

Accordingly, pursuant to the authority
delegated to the Director of the Office of
Pipeline and Producer Regulation by
Commission Order No. 97, Issued
August 1,1980, in Docket No. RM8G-68
(45 FR 53456, August 12, 1980), notice is
hereby given of the proposal submitted

by Colorado that the Lower Mesaverde
formation (consisting of the Rollins,
Cozzette, and Corcoran Sandstone
members), as described and delineated
ingolorado's recommendation as filed
wiTh the Commission, be designated as
a tight formation pursuant to § 271.703.
III. Public Comment Procedures

Interested persons may comment on
this proposed rulemaking by submitting
written data. views or arguments to the
Office of the Secretary, Federal Energy
Regulatory Commission, 825 North
Capitol Street, NE., Washington, D.C.
20426, on or before November 26,1980.
Each person submitting a comment
should indicate that the comment is
being submitted in Docket No. RM79-76
(Colorado-), and should give reasons
including any supporting data for any
recommendations. Comments should
also indicate any supporting data for
any recommendations. Comments
should also inditdate the name, title,
mailing address, and telephone number
of one person to whom communications
concerning the proposal may be
addressed. An original and 14
conformed copies should be filed with
the Secretary of the Commission.
Written comments will be available for
public inspection at the Commission's
Office of Public Information, Room 1000,
825 North Capitol Street, NE.,
Washington, D.C. 20426, during business
hours.

Any persons wishing to present
testimony, views, data, or otherwise
participate at a public hearing should
notify the Commission in writing that
they wish to make an oral presentation
and therefore request a public hearing.
Such request shall specify the amount of
time requested at the hearing. Requests
should be filed with the Commission no
later than November 11, 1980.
(Natural Gas Policy Act of 1978,15 U.S.C.
3301-3342)

Accordingly, the Commission
proposes to amend the regulations in
Part 271. Chapter 1, Title 18, Code of
Federal Regulations. as set forth below,
in the event Colorado's recommendation
is adopted.
Kenneth A. Williams,
Director, Office of Pipeline andProducer
Regulation.

Section 271.703(d) is amended by
adding a new subparagraph (17) to read
as follows:

§ 271.703 Tight formations.

(d) Designated tight formations. The
following formations are designatd as
tight formations. A more detailed
description of the geographical extent

72199



Federal Register / Vol. 45, No. 213 / Friday, Octqber 31, 1980 / Proposed Rules

and geological parameters of the
designated tight formations is located in
the Commission's official file for Docket
No. RM79-76, as subindexed below, and:
is also located in the official files of the
jurisdicational agency that submitted
the recommendation.

(1) * * *
(2) through (16) [Reserved].
(17) The Lower Mesaverde Formation

in Colorado-(i) Delineation of
formation. The Lower Mesaverde
Formation consisting of the Rollins,
Cozzette and Corcoran Sandstone
members, is located in the Plateau Creek
Field area in Mesa County, Colorado. It
is approximately 30 miles east northeast
of Grand Junction, Colorado, and lies in
the southern part of the Piceance Creek,
Basin. (Colorado-5).

(ii) Depth. The average depth to the
Lower Mesaverde Formation is 3,850
feet.
[FR Doc. 80-34049 Filed 10-30-80 :45 am]

BILLING CODE 6450-M85-

DEPARTMENT OF HEALTH AND.

HUMAN SERVICES

Food and Drug Administration

21 CFR Part 320

[Docket'No. 8ON-0315]

QuinidIne; Bioequivalence
Requirements •
AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY: The Food ahnd Drug
Administration (FDA) propdses to
establish bioequivalence requirements
for certain immediate-release quinidine
oral solid dosage form drug products
used to treat cardiac arrhythmias. This
action is being taken because of
evidence that drug products subject to
this proposal can present
bioequivalence problems and thereby
should be the subject of a.
bioequivalence requirement. The
proposed regulation would ensure the
bioequivalence of different brands of
quinidine drug products and batch-to-
batch uniformity of the same drug
product by each manufacturer.
DATES: Comments by December 30, 1980.
It is proposed that the final regulation
based on this proposal be effective 30
days after its date of publication in the

-Federal Register.
ADDRiSS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-62, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT:
Henry J. Malinowski, Bureau of Drugs

(HFD-525), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-1640.
SUPPLEMENTARY IiFORMATION: Under
Subpart C of 21 CFR Part 320, the
Commissioner of Food- and Drugs, on his
own initiative or in response to a
petition from an interested person, may
propose and establish a bioequivalence
requirement for drug products
containing identical amounts of the
same active ingredient and in the same
dosage form that are intended to be
used interchangeably for the same
therapeutic effect if there is a known or
potential bioequivalence problem with
the drug product. This authority to issue
bioeuiuivalence regulations for drug
products for human use is delegated to
the Director and Deputy Director of the
Bureau of Drugs by § 5.79 (21 CFR 5.79).

Data available to FDA show that, .
based on the criteria in § 320.52 (21 CFR
320.52), there is well-documented
evidence that drug products subject to
this proposul can present
bioequivalence problems and thereby
should be the subject of a
bioequivalence requirement. Therefore,
the Director of the Bureaupf Drugs, on
his own initiative, tentatively concludes
that a bioequivalence requirement
involving in vivo testing in humans and
in-vitro dissolution testing should be
established for'6ertain oral quinidine
drug products. The evidenice on which
the Director bases his tentative
conclusion and the proposed
bioequivalence requirements are
discussed below.

Background

Quinidine sulfate, quinidine
polygalacturonate, and quinidine
gluconate are the sulfate,
polygalactuionate, and gluconate salts
of 6 methoxy-alpha-(5 vinyl-2-
quinuclidinyl-4-quinoline-methanol). The
base has the following structural
formula:

CH=CH2

HO-CHI -'

CH 3 0 -0

The commercially, available salts of
1 quinidine, the dextrorotatory optical
isomers of quinine, are used for
treatment of cardiac arrhythmias such
as atrial fibrillation, atrial flutter,
paroxysmal superv~ntricular and
ventricular tachycardia and premature
systoles (Ref. 2).

When quinidine is administered on an
empty stomach peak plasma levels are

reached in 1 to 3 hours (Ref. 2). Its
elimination half life varies between 5 to
7 hours with about 10 to 35 percent of
the administered dose being excreted
unchanged (Refs. 3, 4, and 5). It has a
total body clearance of from 4.to 6 mL/
min/kg (Refs. 4 and 5).

Although most patients with
congestive heart failure and poor renal
function have normal, expected
elimination half lives, pharmacokinotic
parameters in these patients vary with
the state of disease (Refs. 6 and 7).
Patients with congestive heart failure
and renal insufficiency absorb about
one half the quinidine dose compared to
normal patients (Ref. 8). These patients
have lower absorption rates but higher
plasma levels because they have a
c.onsiderably smaller volumueof
distribution and a concomitant decrease
in drug urinary excretion (caused by a
decrease in the glomerular filtration
rate) (Refs. 8 and 9).,Clinical studies
have shown that administration of
quinidine is associated more frequently
with toxic reactions and fatal
arrhythmias in patients with congestive
heart failure and renal insufficiency
(Refs. 10 and 11).

While quinidine is generally
admihistered orally in the form of Its
salts (sulfate, polygalacturonate or
gluconate), the free base is the active
species and is absorbed across the
gastrointestinal tract. Because qulnidine
sulfate, quinidine gluconate, and
quinidine polygalacturonate are
pharmaceutical alternatives which have
the same pharmacological effect and
which produce identical changes in an
electrocardiogram, they are considered
together for purposes of establishing a
bioequivalence requirement (Refs. 12
and 13).
Evidence To Establlsh'a Bioequivalenco
Requirement

The Director considered the following
criteria as set forth in § 320.52 Criteria
and evidence to establish a
bioequivalence requirement (21 CFR
320.52) in tentatively concluding that a
bioequivalence requirement should be
established for certain quinidine oral
drug products.

1. Evidence from well-controlled
bioequivalence studies that such
products are not bioequivalent drug
products. The results of a comparative
bioavailability study using four
commercially available brands of
quinidine sulfate tablets revealed
significant differences in the rate of
absorption of quinidine sulfate among
the different brands of tablets as
measured by time to peak concentration
(Tmax) (Ref. 14). 1

I r I I I
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2. Evidence that the drug products
exhibit a narrow therapeutic ratio, e.g.,
there is less than a 2-fold difference in
median lethal dose (LD,) and median
effective dose (ED51 values, or have
less that a 2-fold difference in the
minimum toxic concentrations and
minimum effective concentrations in the
blood, and safe and effective use of the
drug products requires careful dosage
titration and patient monitoring. For the
double extraction technique of Cramer
and Isaksson, a normal therapeutic
plasma concentration range for
quinidine is between 2.3 and 5.0
micrograms per milliliter (mcg/mL) (Ref.
6). Plasma concentrations of 8 mcg/mL
or more result in conduction block in the
sinoatrial ilode, atrioventricular node,
and Purkinje system, and ventricular
tachycardia or ventricular filibration
may occur. Toxic reactions are almost
certain to occur at levels above 10 mcg/
mL (Ref. 2).

3. Competent medical determination
that a lack of bioequivalence would
have a serious adverse effect in the
treatment or prevention of a serious
disease or condition. Because of the
marked variation in quinidine plasma
levels and factors, e.g., absorption rate,
first-pass metabolism, and disease state,
which alter those levels, the dosage
regimen of quinidine administered to
each patient must be individualized
(Refs. 3, 6, 7, and 14). Failure to achieve
a therapeutic effect could result from
failure to achieve a therapeutic
concentration because a poorly
bioavailable product was selected (Ref.
1). On the other hand, quinidine exhibits
a narrow therapeutic ratio (Refs. 1 and
2). Substitution of a more bioavailable
product that produces levels that exceed
the therapeutic range may result in
significant toxicity (Ref. 2).

4. Physicochemical evidence that The
dissolution rate of one or more such
products is siow. eg., less than 50
percent in 30 minutes when tested using
either a general method specified in an
official compendium or a paddle method
at 50 revolutions per minute in 900
milliliters of distilled or deionized water
at 37* C, or differs significantly from
that of an appropriate reference
material such as an identical drug
product that is the subject of an
approved full new drug application.
FDA studied the dissolution of 200
milligrams (mg) quinidine sulfate
products in 1975 by using the FDA
paddle method in 900 mL of water at 37"
C. and 50 rpm (Ref. 17).

Table 1.- Suilate Poducts Percent
o(ILabe&edAMnount DOssoted

prodw TM wxf

10 30 80 go

Mir. A' 00 107 217 29.7
Mk, A. 100 100 100
Mr.B &4 339 709 912
Mk. C, 122 34A 58.3 770
Mr, M . .0 9&3 t0O 100
Mk. E 104 386 804 943
Mir,F 2?_9 548 73.7 8,.4
Mr.,G 137 782 90. 93.1

capeWie locrnsbom al ocw peodJcM ssd *"qr IM-

The results in Table I show a wide
variation in the dissolution profile of
quinidine sulfate tablets produced by
different manufacturers, and even
between two products, i.e., tablets and
capsules, produced by the same
manufacturer.

5. Pharmacokinetic evidence that.
There is rapid metabolism of the
therapeutic moiety in the intestinal wall
or liver during the process of absorption
(first-pass metabolism) so the
therapeutic effect and/or toxicity of
such drug product is determined by the
rate as well as the degree of absorption.
When the absolute bioavailability of
quinidine was examined, results showed
that only about 70 percent of the drug
reaches systemic circulation following
oral administration (Refs. 3,15, and 16).
The results indicate that the reduction in
quinidine bioavailability is due to first-
pass metabolism in the liver (Ref. 3).
The Bioequivalence Requirement

On the basis of this data, the Director
tentatively concludes that the evidence
meets one or more of the criteria in
§ 320.52. He therefore proposes to
establish a bioequivalence requirement
for all oral dosage immediate-release
form drug products containing quinidine
sulfate, quinidine gluconale. and
polygalacturonate.

The proposed bioequivalence
requirement would apply to all
manufacturers of these drug products.
Each manufacturer, except the
manufacturer of the reference material
or a manufacturer who has previously
conducted in vivo bioavailability/
bioequivalence studies fulfilling the
requirements of this section. would be
required to (1) conduct an in vitro
dissolution test comparing its drug
product to a specified reference
material, and (2) conduct an in vivo
bioavailability study comparing the
same lot of its drug product to a
specified reference material.

The Director advises that, whenever
possible, the reference material is a drug
product subject to an approved full new
drug application (NDA) which contains
in vivo data demonstrating the

bloavailability of the drug product and
in vitro dissolution data indicating that
the drug product meets the proposed in
vitro bioequivalence requirement. In
exceptional cases, for example, where
no approved full NDA holder has
conducted an acceptable bioavailability
study, other factors may be considered
appropriate by the agency. The selection
of a drug product as the reference
material does not imply superiority in
any way but is intended only to provide
a common standard for the
determination of bioequivalence. The
rpference material to be used in
conducting the in vivo and in vitro tests
of each drug product subject to this
proposed section is named in the
"Guidelines for In Vivo Bioavaflability
Studies for Quinidine Drug Products."

Under this proposed requirement, the
test drug product and reference material
would meet the in vitro portion of the
bioequivalence requirement if each
capsule/tablet has a dissolution of not
less than 85 percent in 30 minutes. The
test is to be conducted in 90 mL of 0.IN
HCI using U.S.P. apparatus 1 with the
basket rotating at 100 rpm. The number
of dosage units to be tested is to be
determined by reference to the official
U.S.P. dissolution acceptance table.

This in vitro dissolution test is the
same as that required for quinidine
sulfate tablets and quinidine sulfate
capsules in the official compendium.
Currently, there are no monographs for
quinidine gluconate and quinidine
polygalacturonate tablets or capsules in
the official compendium.

Samples of the reference material run
in comparison to a test drug product are
to be tested in the same manner as the
test drug product. If the samples from
one lot of the reference material do not
meet the applicable dissolution
specifications for the product, test
additional lots of reference material, up
to a total of three lots until a lot of
reference material which meets the
applicable dissolution specification is
tested. If none of the three lots of
reference material tested meets the
applicable dissolution specification.
notify the Director. Division of
Biopharmaceutics. Bureau of Drugs,
Food and Drug Administration before
conducting any in vivo studies. Because
of the manner of selecting the referenie
material, it is not expected that
manufacturers would normally have to
test more than one lot of the reference
material.

The in vivo data for all drug products
subject to these requirements must show
that the test drug product meets the
following conditions:

1. The test drug product and the
reference material do not differ by more

I I
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than 20 percent as determined by
comparing the mean values for,
measured paramete's, e.g.,
concentration of the active drug
ingredient in the plasma, peak'plasma
levels (Cmax), area under the plasma
concentration-time curves (AUC), rate of
absorption (measured by time to obtain-"

peak plasma levels (Tmax) or the "

absorption constant'(Ka]). I
2. In at-least,75 percent of the subjects

the test drug product is at least 75.
percent as bioavailable as the reference
material, using each subject as his or her
own control, that is, administering both
the reference material and the test drug
product to each subject using a
crossover procedure.

In addition, the analytical and,
statistical techniques used must be "
sensitive enough to detect differences in
rate and extent of absorption that are -'.
not aftributable to subject variability.
. Methodology specifications are set,
forth'both in the text of the proposed
bioequivalence requirements that,
appear later in this document, andin ;
guidelines on file in the office of the
Hearing Clerk.

The Director also proposed that a
manufacturer of a drug product seledted
by FDA as the reference material would
be required to conduct an in vitro test on
one batch of the reference material to
demonstrate consistent dissolution
performance. In addition, a
manufacturer who has not conducted in
vivo bioavailability/bioequivalence
studies fulfilling the requirements of this
section would be required to conduct an,
in vivo bioavailability study in hmans
comparing the reference material with
an oral solution or oral suspension of an
equivalent amount of quinidine .

contain'edwin the reference material.
A manufacturer of a quinidine drug

product subject to this proposed section
who has previously conducted in' vivo
bioavailability/bioequivalence studies,
for example, to meet requirements for
approval of an ANDA for a drug product
covered by a Drug Efficacy Study
Implementation notice, may request
FDA to evaluate these studies to
detdrmine whether they are adequate
.and'conclusive to ensure the
bioequivalence of the drug product in
light of current scientific knowledge and
methodology. If found acceptable, the"
manufacturer would be -required to
conduct an in vitro test on one batch of

,the product.
To Correlate in vivo data with in vitro

data, where in vivo testing is required,,
the Director proposesthat the same -
batch of both the test drug product and
the reference material that were used in
the in vitro tests be used in the in vivo
test, unless a manufacturer has

conducted'in vivo tests in humans to
demonstrate bioavailabilitW /
bioequivalence before the effective date
of. these proposed recuirements. If more
than one batch of the reference material
has to be used in the-in vitro test
because some batches of the reference
material did not meet the applicable
dissolution specifications, the batch
which meets the applicable dissolution
specifications must be used in the in
vivo test.

General guidelines for in vivo testing
are set forth in § 320.25 (21 CFR 320.25).
Specific draft guidelines for in vivo
testing and for in vitro dissolution
testing of quinidine oral drug products,
are on file in the office of the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-62, 5600 Fishers
Lane, Rockville, MD 20857, and are
available on request...

The proposed effective date of the
final. regulation is 30 days after its date
of publication in the Federal Register.

,The Director proposes that the results of
the required in vitro dissolution test be
submitted-to FDA on or before 60 days
!after the effective date of the final
regulation and theresults of the required
in vivo test be submitted to FDA on or
before 180 days after the effective date
of the final regulation. The Director
believes this will allow sufficient time
for a mnnufacturer to conduct the
required tests, evaluate the data,
prepare the necessary reports, and
,submit theih to FDA. ,

The Diiector advises, however, that
for the manufacturer to meet an in vivo
bioavailability requirement for some
quinidine drug products, FDA may
recommend that a manufacturer conduct
a pilot study in certain instances, e.g.,
when an analytical assay method has
not been used previously in an in viva
bioavailability/bloequivalence study, or
where optimal sampling times have iot
been determined. The recommendation
that a pilot study be conducted will be
in the "Guidelines for In Vivo
Bioavailability Studies." The Director
may grant an extension'.of up to 180,
days upon request'from the
manufacturer to allow sufficient time to
conduct the pilot study and submit the
data to FDA. FDA encourages the
submission of protocols for conducting
in vivo bioavailability studies. If a
manufacturer submits a protocol for
FDA to evaluate, the Director will grant
an extension of time necessary for the
initial review of the protocol.
. The Director advises that any drug
product subject to this proposal is
regarded as a new-drug as defined in
section 201(p) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 321(p)),
requiring either an approved full or

abbreviated NDA as a condition to
lawfully market the product. Marketing
of such a drug product must be in
accordance with the requirements of
§ 320.58 (21 CFR 320.58).

After the effective date of a final.
regulation establishing a bioequivalonco
requirement, each manufacturer would
be required under § 320.56 (21 CFR
320.56) to conduct the in vitro
dissolution test on a sample of each
batch of the quinidirie drug produ6ts to
ensure batch-to-batch uniformity. The
Director further proposes to require that,
the dissolution test be incorporated into
a manufacturer's stability testing
program. A batch of, drug product whosh
dissolution falls below the specifications
required by this regulation after entering
the marketplace is subject to reguhat6ry
action.
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The agency has carefully considered
the potential environmental impact of
this proposal and has concluded that the
action will not have a significant effect
on the human environment and that an
environmental impact statement
therefore will not be prepared. The
agency's finding of no significant impact
and the evidence supporting this finding
contained in an environmental
assessment (pursuant to 21 CFR 25.31,
proposed December 11, 1979,44 FR
71742] may be seen in the office of the
Hearing Clerk, Food and Drug
Administration.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201(p),
502, 505, 701(a), 52 StaL 1041-1042 as
amended, 1050-1053 as amended, 1055
(21 U.S.C. 321(p), 352, 355, 371(a))) and
under authority delegated to the
Director of the Bureau of Drugs (21 CFR
5.79), it is proposed that Part 320 be
amended in Subpart D by adding
f 320.220 to read as follows:

320.220 Certain qunidilne oral drug
products.

(a) Applicability. The requirements of
this section apply to all single active
ingredient oral dosage form drug
products containing the following
quinidine products: quinidine sulfate,
quinidine gluconate, and quinidine
polygalacturonate.

(b) In vitro test requirements-1)
General. Each manhffacturer of a drug
product that is subject to this section,
except for the manufacturer of the
reference material who is subject to
paragraph (b)(3) of this section and
manufacturers of products previously
tested in vivo which are subject to
paragraph (b)(4) of this section, shall
conduct an in vitro dissolution test by

the dissolution procedure set forth in the
official U.S.P., comparing samples from
a lot of the drug product with samples
from a lot of the reference material
specified by the Food and Drug
Administration. The number of dosage
units of test drug product and reference
material to be tested is determined by
reference to the U.S.P. dissolution
acceptance table. If the samples from
the lot of the reference material do not
meet the applicable dissolution
specification for the product, test
additional lots of reference material, up
to a total of three lots, until a reference
lot which meets the applicable
dissolution specifications is tested. If
none of the three lots of reference
material tested meets the applicable
dissolution specifications, notify the
Director, Division of Biopharmaceutics,
Bureau of Drugs, Food and Drug
Administration, before any in vivo
testing.

(2) Specific requirements for test drug
products. (i) The test is to be conducted
using 900 milliliters of 0.1NHCI, U.S.P.
apparatus 1, and a basket speed of 100
revolutions per minute.

(ii) The test drug product and
reference material meet the in vitro
portion of the bioequivalence
requirement if each has a dissolution of
not less than 85 percent in 30 minutes.

(3) Specific requirement for '
manufacturer of reference material.
Each manufacturer of a specified
reference material shall conduct an in
vitro dissolution test on one batch of the
reference material using the U.S.P.
dissolution procedure and the U.S.P.
dissolution acceptance table in
determining the number of samples to be
tested. In addition, the requirements of
paragraph (b](2) of this section must be
met.

(4) Speoific requirements for products
previously tested in vivo to demonstrate
dioavailabilitylbioequivalence. If a
manufacturer of a drug product subject
to this section has previously conducted
in vivo tests in humans to demonstrate
bioavailability/bioequivalence of its
drug product and the product has 1ieen
found acceptable by the Food and Drug
Administration under paragraph (d)(5)
of this section, the manufacturer shall
conduct an in vitro dissolution test on
one batch of its drug product. The
procedure, specifications to be met, and
number of samples to be tested must
meet the requirements of paragraph
(bl(1) and (2) of this section.

(5) Submission of test xesults. Each
manufacturer of a drug product subject
to this section shall submit the results of
the required in vitro dissolution test to
the Food and Drug Administration on or

before (60 days after the effective date
of this section).

(c) In vitro testing of each batch. An
in vitro dissolution test must be
performed on each batch of drug product
subject to this section. The test
procedure, specifications to be met, and
number of samples to be tested must
meet the applicable requirements of
paragraph (b)(1) and (2] of this section.
It is not necessary, however, to compare
samples of the reference material with
the batch of drug product being tested.

(d) In vivo portion of the
bioequivalence requirement. (1) Each
manufacturer of a drug product subject
to this section, except a manufacturer of
the reference material who is subject to
paragraph (d](3) of this section and a
manufacturer who has conducted in
vivo bioavaflability/bioequivalence
studies in humans before the effective
date of ths section which have been
found acceptable under paragraph (d)(5)
of this section. shall conduct an in vivo
bioavailability study in humans
comparing its drug product to the
reference material.

(2) The test drug product meets the in
vivo portion of the bioequivalence
requirement in humans if the following
conditions are met:

(i) The test drug product and the
reference material do not differ by more
than 20 percent as determined by
comparing the mean values for
measured parameters, for example,
concentratioi3 of the active drug
Ingredient in the plasma, peak plasma
levels (Cmax), rate of absorption
(measured by time to obtain peak
plasma level (Tmax), or the absorption
constant (Ka)), and area under the
plasma concentration-time curves
(AUC).

(il) In at least 75 percent of the
subjects, the test drug product is at least
75 percent as bioavailable as the
reference material using each subject as
his or her own control, that is,
administering both the reference
material and the test drug product to
each subject using a crossover
procedure.

(ill) Aralytical and statistical
techniques used are sensitive enough to
detect differences in rate and extent of
absorption that are not attributable to
subject variability.

(3) Each manufacturer of a drug
product subject to this section that is
selected by the Food and Drug
Administration as the reference material
for in vivo studies, who has not
conducted in vivo bioavailabilityf
bioequivalence studies fulfilling the
requirements of this section before
(insert the effective date of the final
regulation) shall conduct an in vivo
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bioavailability study in humans
comparing its product (that is, the
reference material) with an oral solution
or oral suspension of an equivalent
amount of the quinidine contained in the
reference material.

(4) Each-manufacturer of a drug
product subject to this section shall
submit the results of the required in vivo
testing to the Food and Drug
Administration on or before (180 days
after the effective date of this section).
The Food and Drug Administration may
grant an extension of up to 180 days
upon request if a manufacturer can
document the need for an extension, for
example, by submitting a protocol for
review or demonstrating that pilot
studies.are required before starting'the
tests.

(5) Any manufacturer of a drug
product subject to this section who has
conducted one or nore in viva
bioavailability/bioequivalence studies
in humans before the effective date of
this section may request an evaluation
of these studies to determine whether
the studies are adequate and conclusive
to ensure the bioavailability[
bioequivalence of the drug product in
light of current scientific knowledge and
methodology. Each requeit is required tc
contain the new drug application :
number, the established (generic) name
of the product, the dosage form and
strength of the drug product, and the
date(s) of submission of-the pertinent"
study information contained in the new
drug application.

(6) Each manufacturer requesting this
evaluation that holds an approved or
pending full new drug application for thE
drug product shall submit the request fot
evaluation to the Division of Cardio-
Renal Drug Products (HFD-110), Bureau
of Drugs, Food and Drug Administration,
5600 Fishers Lane, Rockville, MD 20857.
Each manufacturer requesting the
evaluation that holds an approved or
pending abbreviated new drug
application for the drug product shall
submit the request for evaluation to the
Division of Generic Drug Monographs
(HFD-530), Buread of Drugs, Food and
Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857.

(e) Inclusion of bioequivalence data it,
full or abbreviated new drug
application. Each manufacturer of a
drug product subject to this section and
currently marketed under a full or
abbreviated new drug application shall \

submit the required in vitro and in vivo
data in the form of a suppjlement to the
application. Each manufacturer of a druE
product subject to this section that is nol
marketed on the effective date of the
final regulation shall include the
required in vitro and in vivo data in the

original full or abbreviated new drug
application submitted to the Food and
Drug Administration. I

(f) Failure to meet bioequivalence
requirement. Any manufacturer unable
to meet either the in vitro or in vivo
specifications required by this section
will be required to reformulate the drug
product.

(g) Reference material and guidelines.
for testing..

(1) The reference material to use in
the in vivo and in'vitro tests is specified
in the "Guidelines for In Vivo
Bioa-aiiability Studies for Quiinidine
Drug Products." The §ame batch of the
test drug product and of the reference
material used in the in vitro test are.to
be used in the in vivo test, unless a
:manufacturer conducted in vivo tests in
humans to demonstrate bioavailability/
bioequivalence before the effective date
of this section. If more than one batch of
the refei'ence'material has to be used in
the in vitro test because some batches of
the reference material-do not meet the
:applicable dissolution specifications, the
batch that meets the applicable
dissolution specifications must be used
in the in vivo test.
(2) Guidelines-or the conduct of in

I, 'vivo and in vitro tests or oral solid
,,dosage form quinidine drug products are
on file in the office of the Hearing Clerk
(HFA-305), Food and Drug..
Administration, Rm. 4-62, 5600 Fishers
Lane, Rockville, MD 20857, and are
available on request to that office.

(h) Modifications. Alternative
methods or modifications to the
bioequivalence requirement for in vitro
or in vivo testing as set forth in this-
section may be used if'evidence is
submitted demonstrating that the
modifications will ensure the

, bioequivalence of the drug to an extent
equal to or greater than the methods set
forth in this section. The data should be
submitted to, and 6pproved before use
by, theDirector, Division of

* Biopharmaceutics (HFD-520), Food and
Drug Administration Any approved
modification will be incorporated into
the appropriate-guidelines for the drug."

Interested persons may, or or before
December 30, 1980,,submit to the
Hearing Clerk (HFA-305), Food and
Drug Administration; Rm. 4-62, 5600
Fishers Lane, Rockville, MD 20857,
written comments regarding this
proposal. Four copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
Hearing Clerk docket number'found in
brackets in the heading of this
document. Received comments may be -
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

In accordance with Executive Order
12044, as amended by Executive Order
12221, the dconomic effects of this
proposal have been carefully analyzed,
and it has been determined that the
proposed rulemaking does not involve
major economic consequences as
defined by that order. A copy of the
regulatory analysis assessment
supporting this determination is on file
with the Hearing Clerk, Food and Drug
Administration.

Dated: October 10, 1980.
Jerome A. Halperin,
A ctin g Direclor, Bureau of Drugs,
IFR Doc. 80-34028 Filed 10-30-f00 8:45 oran

BILLING CODE 4110-03-M

21 CFR Part 1020

[Docket No. 76N-0308]

Diagnostic X-Ray Systems and Their
Major Components; Amendments to
Performance Standard
AGENCY: Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration.(FDA) proposes to
amend the performance standard for
diagnostic x-ray systems and their major
components by revising and adding
requirements concerning computed
tomography (CT) x-ray systems. CT
systems are new medical diagnostic
tools whose use in the United States has
grown significantly in recent years.
Because CT systems have many
performance features that are unlike
conventional x-ray systems, the present
x-ray standard is not entirely
appropriate for CT systems. The
proposed amendments to the standard
address the special characteristics of CT
systems.
DATES: Comments by December 30, 100;
FDA proposed that the final rule based
on these proposed amendments will
become effective I year after the date of
its publication in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
62, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:'
Joseph Wang, Bureau of Radiological
Health (HFX-460), Food and Drug
Administration, 5606 Fishers Lane,
Rockville, MD 20857, 301-443-3420.
SUPPLEMENTARY INFORMATION: Under
authority of the Public Health Service
Act as amended by the Radiation
Control for Health and Safety.Act of
1968 (Pub. L. 90-602 (42 U.S.C 263b et
seq.)), FDA administers an electronic
product radiation'control program to
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protect the public health and safety.
This authority provides for developing
and administering radiation safety
performance standards for electronic
products. A radiation safety
performance standard for diagnostic
x-ray systems and their major
components was published in the
Federal Register of August 15,1972 (37
FR 16461) and became effective on
August 1. 1974. (The extension of
effective date was published in the
Federal Register of June 12,1973 [38 FR
15444)). The agency has additional
authority to provide for the safety and
efficacy of diagnostic x-ray systems
under the Medical Device Amendments
of 1976 (Pub. L. 94-295), amending the
Federal Food, Drug, and Cosmetic Act
(52 Stat. 1040 et seq. (21 U.S.C. 301 et
seq.)].

Background

When the performance standard for
diagnostic x-ray systems and their majo:
components (§§ 1020.30,1020.31, and
1020.32 (21 CFR 1020.30,1020.31, and
1020.32)) was being developed, CT
systems were only in the developmental
stage and were not in routine clinical
use in the United States. For this reason,
no special provisions were made for CT
syistems in the diagnostic x-ray
equipment standard. The agency has
evaluated the standard as it relates to
CT systems and concluded that, because
of the special characteristics of CT
systems, there are a number of areas in
which the present diagnostic x-ray
equipment standard is inadequate or
inappropriate for proper control of these
systems. Therefore, the agency believes
that it is necessary to amend the
standard to address the radiation safety
problems unique to CT systems. A
notice of intent on this subject was
published in the Federal Register of
Selitember 30,1976 (41 FR 43180]. Two
drafts of these amendments were
completed and circulated to interested
parties for review and comment prior to
the publication of this proposal. The
agncy discussed the drafts of the
proposed rule with the Technical
Electronic Product Radiation Safety
Standards Committee (TEPRSSC]. This
committee, a statutory advisory
committee to the Commissioner of Food
and Drugs, must be consulted before the
agency issues or amends any standard
under the Radiation Control for Health
and Safety Act of 1968. Also, to obtain
additional comments from the clinical
community, as recommended by
TEPRSSC, agency staff conducted
selected interviews of radiologists
concerning the proposed amendments
prior to the publication of this proposal,

FDA received a total of 37 comments
on the first draft of these amendments
(March 1978], of which 17 were from
physicists, 16 from manufacturers, and 4
from radiologists. On the second draft
(October 1978), a total of 18 comments
were received, of which 10 were from
manufacturers and 8 from physicists.

The rationale for the proposed
amendments and a discussion of the
agency response to comments on earlier
drafts follow.

Amendments to § 1020.30
Because of the unique characteristics

of CT systems, FDA proposes to add a
new § 1020.33, "Computed tomogrophy
equipment," to the diagnostic x-ray
standard specifically for this type of
equipment. Because references to this
new section must be incorporated into
the diagnostic x-ray standard, the first
section of this proposal identifies those
paragraphs of § 1020.30 that FDA

r proposes to amend-so as to address CT
systejus.

Addition to the definitions. Current
§ 1020.30(b)(36) (21 CFR 1020.30(b)(36))
specifies certain conditions of operation
as technique factors for all diagnostic x-
ray equipment For a CT system, these
currently are the peak tube potential
expressed in kilovolts (kV) and either
the tube current in milliamperes (mA)
and the exposure time in second(s) or
the product of tube current and
exposure time (mAs).

The use of exposure time as a
technique factor for the description of x-
ray equipment other than CT has
several rationales. First, the relationship
of x-ray exposure to the patient as a
function of exposure time at given tube
current and peak tube potential settings
is generally understood by the user
community. Second, there is a one-to-
one relationship between the exposure
time and the amount of time used to
produce an image. Thus, the exposure
time for a particular diagnostic
procedure may be selected to diminish
any blurring in the final image that could
result from patient motion.

Some models of CT equipment do not
have a one-to-one relationship between
exposure time and the amount of time
needed to complete a scan. The amount
of time needed to complete a scan (scan
time) can be longer than the exposure
time for these types of systems. For
many CT systems, scan time, rather than
the exposure time, is normally selected
by the operator. Because scan time is
often the only selection possible and
because it is sometimes difficult to
determine the exposure time for these
CT systems, scan time is a more
appropriate technique factor wheli

setting up these CT systems for a
diagnostic study.

Thus, the agency proposes to modify
the definition of technique factors in
§ 1020.30(b)[36) to address CT systems.
For CT systems, including scan time as a
technique factor allows the user to
anticipate the probable extent of motion
artifacts for selected values of scan
time. However, it also provides a
technique factor that does not scale
directly with dose. Therefore, the
agency also proposes to require that
manufacturers provide the users with
the relationship between scan time and
the dose delivered by the system to a
standard dosimetry phantom (see
§ 1020.33(c) (21 CFR 1020.33(c))
discussion later in this preamble.

To clarify computed tomography,
scan, and scan time, definitions of these
terms are proposed for addition to
§ 1020.30(b)(58), (59), and (60).

Information to be providedfor- users.
Currently, § 1020.30(h){3)(vi) (21 CFR
1020.30(h)(3)(vi)) prescribes that, for
each x-ray control and associated high
voltage generator, the manufacturer
shall provide to the user a statement of
the maximum deviation from the
indication given by labeled control
settings and/or meters during any
exposure when the equipment is
connected to an appropriate electrical
supply. The intent is to provide the user
with maximum deviation statements
concerning technique factor control
settings for radiographic as well as
fluoroscopic equipment. However, this
section needs to be more specific
concerning what is required both for
traditional and CT equipment. Thus, the
agency proposes to amend
§ 1020.30(h)(3) to express more clearly
the intent of this section of the
regulation.

In conjunction with the above
requirement. § 1020.30(h(3)(vii]
currently requires that the manufacturer
of x-ray controls or generators provide a
statement defining the measurement
bases for any maximum deviation
statement provided to the user. The
intent of this provision is to allow the
manufacturer appropriately to define
any technique factor for this equipment.
For example, the manufacturer may
choose, on traditional equipment, to
define the beginning and end points of
exposure time with respect to a certain
percentage of the voltage waveform.
This requirement is ndt intended to be a
means of describing test
instrumentation. Therefore. the agency
proposes to change the wording of
§ 1020.30(h)(3) to match more closely the
original intent of this regulation and to
extend this requirement to CT.

.. qill li.--: I . . . ... .. I I III ..

72205



Federal 'Register /, VOI. 45, No."213 / Friday, October 31, 1980 / Proposed Rules

Exclusion of CT equipment from the
present requirements on aluminum
equivalence-ofmaterial between patien
and image receptor-§ 1020.30(n). To .
limit patient exposure while maintaininE
diagnostic information, § 1020.30(n) (21-
CFR 1020.30(n)) limits the attenuation of
the beam by certain items between the
patient and image receptor by placing
upper limits on the aluminum
equivalence of these items at prescribed
conditions of operation. Currently, these
conditions of operation are: a tube
potential of-_00 kilovolt peak (kVp),
With a half-value layer of 2.7 millimeters
(rIm) of aluminum and the x-ray beam
directed perpendicular to the material.

For CT equipment, materials
positioned between the patient and the.
detectors can be divided into two
groups: materials fixed with respect to
the patient and materials moving with
respect to the patient. Materials'fixed
with respect to the patient include
traditional patient restraint and support
materials and packing material unique
to CT equipment. The packing material
is placed around the patient to present
the CT system with a nearly cylindrical
object for imaging. Materials moving
with respect to the patient include-
beam-shaping and beam-hardening
filters used to reduce beam-hardening
artifacts and the dynamic range requirec
of the detectors.

It is difficult 'to tr'ansfir the current
aluminum equivalency limits directly-to
CT equipment because the current
requirements are based on one specific
orientation of the x-ray source with
respect to the patient restraint and
support materialg. For CT diagnostic
procedures, the x-ray source does not
remain at a specific orientation with,
respect to the patient. This means that
the patient restraint and supp6 rt
materials will be between the x-ray
source and the patient only during a
portion of the scan.

Because there are no criteria for
aluminum equivalence of CT patient
restraint and support.materials, limits or
these materials cannot be specified at
this time. Appropriate limits must be
based upon specific knowledge of the
relationship between CT patient
restraint.and support materials and the
image quality and dose'to the patient,
knowledge that is not currently
available. The same considerations
apply to packing material unique to CT
equipment and materials.mdving -with
respect to-tbe.patient.,UntiLsuch time as
appropriate criteria can be deteriined,-
the agency proposes to excludeall
materials positioned between the-.
patient and detectors used with CT-.

systems from the requirements of
§ 1020.30(n).,

t Computed Tomography Equipment--
§ 1020.33

Definitions. A new framework of
definitions is proposed in § 1020.33(b) as
a description of the CT, process.
Although terms such as "slice",and
"slice plane" are currently in common
usage, they do not lend themselves to
precise definitions, nor do they form a

* completely adequate framework for
constucting mandaloryrequirements. As
an alternative, descriptions using the
word "tomogram" in its usual medical
sense (a representation of patient
anatomy) are more appropriate for these
requirements because there is no region
of the volume imaged by current CT
systems that is conveniently bounded by
two planes so that it could properly be
referred to as a "slice." Therefore, a
conceptual difficulty exists in
appropriately defining this term. The
actual tissue volume that contributes to
the final "tomogram" may be extreniely

"irregular in shape, and the contributions
of different portions of this volume may
be weighted very differently (according
to the sensitivity profile). Thus, the term
,tomogram" is more suitable for,
describing the ohtput of the CT system,
and.its use .would circumvent the ,

I difficulties inherent in the use of the
term "slice,"

Information to be provided for users.
Proposed § 1020.33(c) requires-that
manufacturers of CT systems provide
informhtion concerning the absorbed
dose delivered by CT systems to a
standard dosimetry phantom and the
imaging performance corresponding to
this dose within the normal range of
system conditions of operation. This
information would be provided and
identified in a separate section of the
user's instruction manual or instruction
sheets.

CT systems have two characteristics
that require users be provided dose
information. First; the doses resulting
from CT systems are difficult for users
to measure; and second, the doses
dlivered may not scale in a direct
manner with technique factors as they
do in. conventional radiography. This is
because the spatial distributions of dose
delivered by CT systems are
geometrically much more complicated -
than those of conventional x-ray
systems. Therefore, descriptions of these
spatial distributions in conventional
dose terminology are necessarily

;-..engthly and cumbersome.'In addition,'.
- the dose distributionscan vary
-significantly depending upon system
design and method of'operation. To .

- properly characterize the radiologic

impact of a CT system, it is, therefore,
necessary to provide to the user an
adequate description of the dose
distributions produced by a particular
system and the manner in which they
are affected by variations in the system
conditions of-operation.

If this information is to be useful or
meahingful, dose information alone Is
not sufficient. Because the amount of
information contained in the image is
dependent upon the dose delivered to -

the patient, dose information must be
accompanied by an indibation of the
imaging performance when the given
dose is delivered. Selection of the
system or mode of operation that
delivers the lowest dose to the patient
would~be inappropriate if doing so
resulted in images that might not furnish
the necessary diagnostic information,
Conversely, the mode of operation that
results in maximum detail fn the
resulting image may be unacceptable
from a radiation risk standpoint for
some patients or procedures. The user
must have the proper information to
make such judgments.

Dose information. The agency
proposes to require inproposed
§ 1020.33(c](2) that information
concerning the radiation dose resulting
from CT systems be provided to
purchasers and, upon request, to others,
The dose information would be obtained
from measurements of the dose
delivered to standard dosimetry

- phantoms for each model of equipment
operated-under typical conditions
,selected by the manufacturer, A
description of the typical conditions of
operation under which the dose was'
determined shall also be provided along
with the dose information, The statndard
phantoms will be specified in an agency
publication, "Standard Computed
Tomography Dosimetry Phantoms as
Required by 21 CFR 1020.30(c)(2)" (Ref.
1), a draft of which is on file in the office
of the Hearing Clerk, FDA. The agency
invites comments on this draft
publication concurrently with the
comment period on this notice.

Most users of CT systems do not have
a convenient method of determining or
estimating the doses delivered by CT
systems. Because of the wide range of
doses delivered by CT systems and the
direct relationship between dose
delivered and the character or quality of
the images produced, users of CT
systems should give consideration to the

-dose delivered when selecting system
-operating parameters and techniques,
The required dose Infoirmation would
provide the basic information necessary
for such considerations. Although the
required dose information is obtained
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using standard cylindrical dosimetry
phantoms, it would be indicative of the
doses resulting to patients under similar
conditions.

Comments received by the agency on
the previous drafts of these proposed
amendments indicated a general
agreement with the concept of requiring
manufacturers to provide dose
information. Some comments evidenced
a concern that the amount and type of
information reqtuired should not be too
extensive for the needs of a typical user.
In addition, comments have suggested
that, to be most useful to clinical users
of CT systems, the dose information
should provide information on, or
related to, the dose resulting from
complete CT procedures or
examinations rather than information on
the doses from single scans. The agency,
therefore, is modifying the information
requirements proposed in earlier drafts
of these proposed amendments. It
proposes here that the value of the
computed tomography dose index
(CTDI} be provided by the manufacturer
for specified locations in the standard
phantoms.

This dose descriptor will permit the
convenient estimation of the doses
resulting from CT procedures consisting
of a number of scans as a function of the
.distance between scans and the system
conditions of operation. The dose
descriptor used to describe the doses
from CT systeis, the CTDI, is defined in
proposed § 1020.33(b)(1) as the integral
of the dose along a line perpendicular to
the tomogriphic plane (dose profile)
divided by the nominal slice thickness.
Thus, each point in the tomographic
plane has associated with it a value of
the CTDI.

The CTDI has been chosen as the
dose descriptor for the CT systems
because of three useful features. First,
the CTDI at at point in the tomographic
plane is related to the average dose at
the same point of the multiple scan dose
profile resulting from a series of scans
each separated from the next by a
constant distance. In particular, the
CTDI is equal to the average dose when
each scan in the series is separated by
the nominal slice thickness lprovided the
number of scans in the series is large
enough so that the first and last scans of
the series do not contribute any
significant dose over the width of the
center scan of the series. The average
dose of the multiple scan dose profile is
that value obtained by averaging the
multiple scan dose profile over a length
equal to the distance between
consecutive scans with the length
centered at the midpoint of the scan
series. The CTDI permits the estimation

of the dose from multiple scan
procedures directly, without the need to
generate such information from
extensive manipulation of single scan
dose profile data. Second, the average
dose from multiple scans separated by
distances other than the nominal slice
thickness may be obtained simply by
multiplication of the CTDI by the ratio
of the nominal slice thickness to the
distance between scans. Third, tha CTDI
incorporates both the width of the dose
profile as well as the magnitude of the
dose because it is defined as an integral
over distance perpendicular to the
tomographic plane.

Thus, the CTDI is a more useful
description of the dose than simple
statements of the dose at a given
location, the maximum dose in a dose
profile, or the maximum surface dose,
because none of these descriptors
provides information on the width or
extent of the dose profile. The CTDI,
when compared to the maximum dose in
the dose profile at that point in the
tomographic plane, can provide a
measure of the matching in a direction
perpendicular to the tomographic plane
of the x-ray beam width to the width of
the imaged volume as described by the
nominal slice thickness. The closer the
CTDI value is to the maximum dose in
the dose profile, the more closely the x-
ray beam width matches the imaged
volume width.

To describe the variation in dose as a
function of position in the tomographic .
plane, FDA proposes that the CTDI be
provided for five locations in the
tomographic plane (at the center and in
each quadrant near the edge of the
phantom). These locations and the
dosimetry phantoms are described in
detail in the referenced agency
publication (Ref. 1). The dosimetry
phantom would be oriented so that one
of specified locations coincides with the
maximum CTDI at one centimeter (cm)
interior to the surface. To describe the
variation in dose as a function of system
conditions of operation, FDA proposes
that CTDI at the center of the dosimetry
phantom be provided as a function.of
system conditions of operation. In
addition, the CTDI at 1 cm interior to the
surface of the phantom would also be
provided as a function of the peak tube
potential for the location having the
maximum CTDI 1 cm interior to the
phantom. The proposed dose
information will give users an indication
of the magnitude of doses to be
expected in patients under the same
system operating conditions. These
estimates would be appropriate for
procedures consisting of about nine or
more scans separated by constant

interval between scans. From a survey
of CT units in the United States, it has
been determined that most CT
procedures require at leat nine or more
scans (Ref. 2]. The information to be
provided will also permit estimation of
the changes in dose as a function of
changes in system conditions of
operation or distance between-scans.

The agency also proposes that dose
profiles at the center location of the
dosimetry phantom be provided along
with the sensitivity profiles at the same
location as a function of nomifial slice
thickness. A graphical comparison of the
dose profile to the sensitivity profile will
provide to the user a description of x-,
ray collimation efficiency perpendicular
to the tomographic plane. Such
information would permit selection of
slice thicknesses which result in the
most efficient use of radiation to
perform a given diagnostic task. For
example, if the curve of the sensitivity
profile closely matches that of the dose
profile, then the system only irradiates
tissue being imaged. If the width of the
dose profile exceeds the sensitivity
profile by a significant amount, the
contrary would'be true. Users of CT
systems should be aware of the effect of
slice thickness selection on collimation
efficiency and would receive such
information under this proposal.

Imaging peiformonce information.
Proposed § 1020.33(c)(3) requires that
the user information state the image
noise, sensitivity profile, i-ominal slice
thickness, and modulation transfer
function (MTF] forthe same CT
conditions of operation and all other
aspects of data collection as the dose
information. The manufacturer would be
free to choose the method of
measurement for these parameters but
would be required to describe fully the
measurement techniques used for
determining the specifications
concerning the CT system to permit the
agency or other interested party to
verify the data. In addition, the
manufacturer would be required to
provide the CT user with maximum
deviation statements concerning the
given specifications.

The required parameters are objective
measures of imaging performance.
Image noise, the common indicator of
precision of CT number estimation,
would be defined independent of the CT
number scale through the use of the
contrast scale. The sensitivity profile
gives the imaging capability of the CT
system over the direction perpendicular
to the tomographic plane, i.e., it
indicates the system response to the
axial position of a small high-contrast
object. The nominal slice thickness,
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obtained from the sensitivity profile, is
often used as the indexing distance
betwedn scans. The MTF is the system
response in the spatial frequency
domain.

Quality assurance. Because of the
nature and complexity'of CT equipment,
there are many possible sources of
image degradation that may not be
immediately obvious on clinical images.
These include such items as x-ray beam
and detector misalignment and detector
malfunction or deterioration. The
detection of suboptimum performance
can be performed by scanning -
appropriate quality assurance (QA] test
phantoms as a periodic system, I
performance check. Therefore, the
agency proposes in § 1020.33(d) that the
manufacturer provide with each CT
system the necessary phantoms to
perform quality assurance tests on the
CT equipment.

Comments concerning the QA
requirement for-CT equipment indicated
that additional requirements are needed
to help the CT user verify that the.image
display as well as the CT system is
functioning properly. The agency agrees
and proposes to require that
manufacturers supply representative
images obtained with the QA phantom
and provide a means for displaying
these images on the image-viewing
device as a reference for comparison.
These representative images would be
obtained under the same CT conditions

'of operation as those for the imaging
information required by proposed
§ 1020.33(c)(3)(i). In addition, the CT
system would have the capability to
store these representative images in
digital form and display them. This
wbfild allow the CT user to display
these representative images for
comparison to verify proper functioning
of the CT system itself and the
associated image display system'
Because the mean CT number for water
or other reference material can drift
with time, the agency also proposes that
the manufacturer be required to state
this value and its acceptable limits of
variation.

Information in advertisements. In
early drafts of the "information to 'user"
section, the agency proposed that only
objective imaging parameters be
required to be provided by
manufacturers to the users. However,
sample images and statements of
subjective imaging parameters, such as
low contrast detectability, are often
used in CT ddvertising. The agency
notes that certain images may appear to
be much better than those produced • -
'under normal conditions of operation if
the dose delivered. to produce the image

is increased from that of normal
operati om.Therefore, the agency
proposes in § 1020.33(e) to require that
detailed information accompany or be
made available for any performance
specifications, including representative
images, which the manufacturer choose:
to provide in advertisements. This
detailed information would provide the
method of measurement used by the
manufacturer to obtain the
specifications or images and would
provide dose information under the
same conditions of operation. This
requirement would permit the
manufacturer to provide' any additional
information concerning the imaging
performance of the system which the
manufacturer judges to be useful, but
would ensure that such information is
accurate in sufficient detail to be useful,
and that itis accompanied by dose
information to permit risk-benefit
assessments to be made. -

Control and indication of conditions
of operation. Section 1020.31(a) (21 CFR
1020.31(a)) currently prescribes certain
requirements associated with the
control and indication of technique
factors' The first requirement
(§ 1020.31(a)(1)) pertains to the-visual
indication of technique factors'prior to
San exposure. For conventional x-ray
systems, such indication is needed to
confirm intended exposures to patients
and image receptors prior to initiating
an exposure. The same considerations
apply to CT equipment. For these types
of systems, however, there are more
conditions of operation that have a
,significant impact on patient exposure
and image quality than the technique
factors as defined in § 1020.30(b)(36).
For this reason, proposed § 1020.33(f)(1)
requires that visfia indication of the
conditions of operation be provided
prior to the initiation of a CT scan or a
scan sequence. When applicable, scan
time may be-indicated by a chartwhich
provides the value of scan time as a,
function of other conditions of
operation, such as traverse speed, scan
,diameter, and scan arc.

Very early designs of conventional x-
ray equipment depended on the operatoi
actually terminating the exposure with a
handswitch. However, with the advent
of x-ray systems providing shorter
exposure times, it became'increasingly
difficult for the operator to manually
deliver the correct dose to the patient.
To prevent overexposures due to poor
operator performance, § 1020.31(a)(2)
currentlyrequires a timer on x-ray
systems to terminate the exposure.
Becausecontrol of a scan is provided
through monitoring-specific equipment
functions, CT equipment does not use

timing circuits in the traditional sense,
This characteristic could lead to very ,
ldrge localized patient dose in the event
of equipment failure, Thus, the agency
proposes in § 1020.33(f)(2) that the CT x-
ray control terminate a scan
automatically in the event of equipment
failure whenever the preset value of
scan time would be exceeded by 10
percent.

Some CT procedures may involve 10
to 20 consecutive scans and total
procedure times greater than 1 minute,
This type of process can lead to
operator inattentiveness. Thus, the

- agency propose6 in § 1020.33(f)(3) that
means be provided to require operator
initiation of each individual scan of a
series 'of consecutive scans. This
provision is intended to assure ihat an
operator is present during exposure so
that an individual scan or series of
scans can be terminated in the event of
problems with the patient, the
equipment, or the data.

An amendment to the present
regulations is needed to address the
possibility of dose to the patient
resulting from (1) adjustment of x-ray
tube current to or from operating levels,
(2) a traverse of the x-ray beam across
the patient without collecting
transmission data for image production,
and (3) colle6tin'g transmission data at a
number of orientations of the x-ray
source to select technique factors, The
first two situations result in dose to the
patient even though transiission data
are not being used for image production
or technique factor selection and give no
benefit to the patient as a result of the

* exposure. FDA believes that the first
two situations can be avoided with
appropriate design and proposes to limit
the dose to the patient to only those
circumstances where transmission data
are being used for technique factor
selection or image production.

Comments on drafts of the proposal
concerning the allowance of patient
exposure for technique factor selection
were mixed. However, the agency has
concluded that allowance for patient
exposure can be justified if this
exposure results in the elimination of
retakes due to improper technique factor
selection by the operator. Comments the
agency received indicated that this is
the case for at least one CT system. In
addition, allowance for technique factor
selection would enable the CT users to
use the computer to make the best
selection of technique factors. Some
comments that supported this
requirement have suggested that an
.upper limit of 10 to 15 percent of the
total patient dose be placed on patient
exposure during technique factor

I I I I I 1
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selection. The agency agrees that this
type of exposure needs to be minimized
and the concept of an upper limit for
technique factor selection needs to be
given further consideration. Further
comments concerning this concept are
invited. Although there is no upper limit
in the current proposal for technique
factor selection, the agency will
continue to monitor carefully the
manufacturer's design of CT systems
with regard to exposure during
technique factor selection.

Section 1020.31(a) currently prescribes
that the operator shall be able to
terminate the x-ray exposure at any time
during an exposure of greater than one-
half second. There is a need for a similar
abort mechanism on CT equipment.
Therefore, the agency proposes in
§ 1020.33(f(2)(iv) that means be
provided to terminate any scan or series
of scans, under CT x-ray systems
control, of greater than one-half-second
duration. Comments received by the
agency indicate that, for CT equipment,
the scan data would not be recoverable
in the event of an abort. Therefore, the
agency also proposes that termination of
x-ray exposure would necessitate
resetting the CT conditions of operation
prior to the initiation of another scan.

Tomographic plane indication and
alignmenL FDA proposes in § 1020.33(g)
that CT systems be equipped with a
means to indicate the location on the
patient where the tomogram will be
obtained. An accurate and reliable
means for patient positioning and
alignment will prevent unnecessary
patient exposure by reducing the
number of scans which have to be made
to image the anatomical structures of
interest.

Proposed § 1020.33(g) specified that a
means be provided to indicate the
position of the tomogram and imposes a
requirement on the accuracy of this
indication without specifying the
specific means to be used. Most current
CT systems employ a light source to
indicate on the surface of the patient the
position of the section to be imaged.

Proposed § 1020.33(g) addresses both
single and multiple tomogram systems
and permits the means for alignment to
be off-set from the actual position of the
x-ray field. For example. the means for
indicating the position of the tomogram
could be located outside the gantry at a
fixed distance from the actual
tomographic plane. Following patient
positioning using the device, the patient
would be moved relative to the CT
system prior to initiation of the scan and
distance corresponding to the fixed
distance between the reference plane
and the indicated position.

Because of the small thickness of the
section imaged in a CT scan (on the
order of a cm or less), it is important
that means for indicating the position of
this volume be accurate if it is to be
useful. FDA proposes a maximum
deviation of 5 mm for the accuracy of
the means for alignment. This accuracy
provides a tolerance larger that those
currently claimed by some
manufacturers and should permit
measurement by a relatively simple test
procedure. Based upon the field surveys
made to date by the agency, the
tolerance of 5mm appears to be both
readily achievable and sufficiently
accurate to permit correct patient
positioning. Thd agency particularly
invites comment on whether a more
stringent requirement is warranted.

Beam-on and shutter status
indicators. Section 1020.31(a) currently
requires that the x-ray control visually
indicate when the high-voltage circuit is
energized. This enables the operator to
know when x-rays are being prcduced.
A similar requirement is needed for CT
equipment. In addition, some CT x-ray
systems provide a beam shutter used
during calibration and warmup
procedures. This type of equipment, in
many cases, requires extensive warmup
and calibration procedures prior to
scanning patients. Thus, the potential for
accidental radiation exposure in the
gantry area exists absent the
appropriate warning signals. For these
reasons, the agency proposes in
§ 1020.33(h)(1) that the x-ray control and
housing of the scanning mechanism
provide visual indication of x-ray
production and shutter status. Another
comment had suggested that the
requirement by revised by replacing
visual with audible indicators. The
agency's experience, however, has been
that audible indicators are not
appropriate for all procedures because
the noise can be disturbing to some
patients and perhaps interfere with the
procedure.

As a result of comments on drafts of
these amendments, proposed
§ 1020.30(h)(2) would set a limit of 100
milliroentgens in I hour at any point 5
centimeters outside the external surface
of the housing of thescanning
mechanism when the shutter is closed
for those scanners employing a shutter
to control the x-ray beam. Systems have
been designed which allow high voltage
to be applied to the x-ray tube
continuously and which control the
emission of x-ray with a shutter
attached to the tube-housing assembly.
For these systems, there is a possibility
that operators or others will be in the
vicinity of the housing of the scanning

mechanism for extended periods while
high voltage is applied to the tube. It is,
therefore, important that the shutter and
the tube housing assembly limit leakage
radiation during periods between scans.
Comments and data are invited on the
adequacy of the proposed limit for the
protection of people in the vicinity of
these CT systems.

Scan increment accuracy. If the
distance incremented between scans is
not accurate, there can be an adverse
effect on patient dose and diagnostic
information. For example, an actual
scan increment greater than the
indicated value can result in gaps
between tomograms, whereas an actual
scan increment less than the indicated
value can result in unneeded patient
dose and diagnostic informnation. In
addition, those systems using an offset
alignment system for positioning the
patient rely on accurate incrementation
prior to a scan sequence.-In response to
comments, proposed § 1020.33(i)
prescribes performance criteria on scan
increment accuracy. The difference
between tie indicated scan increment
and the actual distance traveled by the
patient, on the patient support device,
would not exceed I mm. A description
of a compliance measurement method
has been incorporated to clarify the
meaning of this requirement. The 100-
kilogram test object represents the mass
of the male American adult between
ages 18 to 74. at two standard deviations
above the average, according to data
taken by the National Center for Health
Statistics.

CTnumbermean and standard
deviation. Proposed § 1020.33(j) requires
that the manufacturer provide capability
to calculate the mean and standard
deviation of CT numbers. The ability of
the CT system to perform calculations of
the mean and standard deviation of the
CT numbers from a given area of the
image will aid the user in quality
assurance te~ting and may aid in the
diagnosis of different pathologies.
Effective Date

FDA intends that these amendments
become effective I year after date of
publication of the final rule in the
Federal Register.
References
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The agency has determined pursuant
to 21 CFR 25.24 (proposed December 11,
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1979; 44 FR 71742) that this proposed
action is of a type that does not
individually or cumulatively have a
significant impact on the human
environment. Therefore, neither an
environmental assessment nor'an
environmental impact statement is
required.

Therefore, under the PublicHealth
Service Act as amended by the
Radiation Control for Health and Safety
Act of 1968 (sec. 358, 82 Stat. 1177-1179
as amended (42 U.S.C. 2631)) and under
the Federal Food, Drug, and Cosmetic ,
Act, as amended (secs. 201, 501, 502, and
701, 52 Stat. 1040-1042 as amended,
1049-1051 as amended, 1055-1056 as
amended (21 U.S.C. 321, 351, 352, and
371)), and under authority delegated to
thb Commissioner of Food and Drugs (21
CFR'5.1), FDA proposes to amend Part
1020 as follows:

1. In § 1020.30 the introductory text of
paragraph (a), (a)(2). introductory text-of
(b), (b)(48), introductory text .of (c),
(d)(2), (d)(2)(vi), introductory text of (e),
introductory text of (g), (h)(1), and
(h)(1)(ii) the words "this sectidn and
§ § 1020.31 and 1020.32".are changed to
read."this section and. § § 1020.31,
1020.32, and 1020.33"; in the introductory -
text of paragraph (d), (d)[1)[vii), and
(d)(2)(viii) the words "by § 1020.31 or
§ 1020.32" are changed to read "by.
§ 1020.31, § 1020.32, or § 1020.33";

2. Section 1020.30 is otherwise revised
to read as follows:

§ 1020.30 Diagnostic x-ray systems and
their major components.
• * * * *

(b) * * *
(36) "Technique factors" means the

following conditions or operation:

(iii) For CT equipment rated for pulsed
operation, peak tube potential in kV,
scan time in-seconds, and either tube
current in mA, x-ray pulse width in
seconds, and the number of x-ray pulses .
per scan, or the product of tibe current,
x-ray pulse width,-and the numberof x-
ray pulses in mAs.

liv) For CT equipment not rated for
pulsed operation, peak tube potential in
kV, and either tube current in mA and
scan time in seconds, or the product of
tube current and'exposure time in mAs
and the scan time when the scan time
and exposure time are equivalent.

(v) For all other equipment, peak tube
potential in kV, and either tube currerit
in mA and exposure time in seconds, or
the product of tube current and
exposure time in" mAs.

(58) "Computed tomography; (CT)"
means the production of a tomogram by
the acqqisition and computer processing
of X-ray transmission data.

. (59) "Scan" means the siiultaneous
collection of one or more sets of X-ray.
transmission data necessary for the,
production of one or more tomograms.

(60) "Scan time" means the period of
time btween the beginning and end of .
X-ray transmission data accumulation
for a single scan.

(61) "Tomogram" means the depiction
of the X-ray attenuation properties of a
section through a body.

(h) * **

(3) ***

(vi) A statement-of the maximum -
deviation from the preindication given
by labeled technique factor control
settings or indicators during any
radiographic or CT exposure where the
equipment is connected to a power .
supply as described in accordance with
this paragraph. In the case of fixed
technique factors, the maximum
deviation from the nominal fixed value
of each factor shall be stated;

(vii) Astatement of the maximum
deviation from the continuous indication
of x-ray tube potential and current --
during any fluoroscopic exposure when
the equipment is connected to a power
supply as described in accordance with
this paragraph; and

(viii) A statement describing the
measurement criteria for all technique
factors used in paragraph (h)(3)(iii),-(vi),
'and (vii) of this section, for example, the,
beginning and end points of exposure ,
time measured with respect to a certain.-
percentage of the voltage waveform:
* * * * *

(n) Aluminum equivalent of material
between patient and image receptor.
Except when used in a CT X-ray system,
the aluminum equivalent of each of ihe
items listed in Table II, which are used
between the patient and image receptor,
shall not exceed the indicated limits.
*, * * ,* *

3. New § 1020.33 is added to read as
follows:

§ 1026.33 Computed tomography
equipment.

(a) Applicability. The provisions of
this section are applicable to CT X-ray
systems or their components as
specified in § 1020.30(a)(1)
manufactured (1 year after date of
publication of final rule in the Federal
Register).

(b) Definitions. As used in this
.section, the following definitions apply:

(1) "Computed.tomography dose index
(CTDI)" means the integral of the dose
profile along a line perpendicular to the
tomographic plane divided by the .
nominal slice thickness. This is:

CrDt-17 DWz dzII

where:
z=Position along an axis perpendicular to

the tomographic plane.
D(z)=Dose at position z,
T=Nominal slice thickness.

(2) "Contrast scale" means the change
in linear attenuation coefficient per CT
number relative to water, that is:

Contrast scale 11x "W

(CT)x - (CT) W

where:
p.A,=Linear attenuation coefficient of water.
p =Linear attenuation coefficient of

reference material.
(CT,=CT number of water.
(CT).= CT number of reference material,

(3) "CT conditions of operation"
means all selectable parameters
goyerning the operation of a CT system
nclIudg nominal slie thickness,
filtration, and the technique factors as
defined in § 1020.30(b)(30) of this
chapter.

(4) "CT number" means the number
used.to represent the X-ray attenuation
associated with each elemental area of
the CT image.

(5) "Dose" means the absorbed doso
as defined by the energy imparted by
ionizing radiation to a region of matter
divided by the mass of the matter in the
region.

(6) "Dosimetry phantom" means the
device prescribed in HHS Publication
(number to be inserted in final rule) for
use in measurement and specification of
dose from CT systems.

(7) "Dose profile" means the dose as a
function of position along a line
perpendicular to the tomographic plane.

(8] "Modulation transfer function"
means the modulus of the Fourier
transform of the impulse response of the
system.

(9) "Multiple tomogran system"
means a computed tomography system
which obtains X-ray transmission data
during a single scan to produce more
than one tomogram.

(10) "Noise" means the standard
deviation of the fluctuations in CT
number expressed as a percent of the
attentuation coefficient of water. Its
estimate (Sn) is calculated using the
following expression:

Sn 100 X CS X s

W
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where:
CS=Contrast scale.
.= Linear attenuation coefficient of water.

s=Estimated standard deviation of the CT
numbers of picture elements in a specified
area of the CT image.

(11) "Nominal slice thickness" means
the full-width at half-maximum of the
sensitivity profile taken at the center of
the cross-sectional volume over which
X-ray transmission data are collected.

(12) "Picture element" means an
elemental area of a tomogram.

(13) "Scan increment" means the
amount of relative displacement of the
patient with respect to the CT X-ray
system measured along the direction of
such displacement.

(14) "Scan sequence" means a
preselected set of two or more scans
performed consecutively under the same
CT conditions of operation.

(15) "Sensitivity profile" means the
relative response of the CT system as a
function of position along a line
perpendicular to the tomographic plane.

(16) "Single tomogram system" means
a CT system which obtains X-ray
transmission data during a scan to
produce a single tomogram.

(17) "Tomographic plane" means that
gedmetric plane which the manufacturer
identifies as corresponding to the output
tomogram.

(c) Information to be provided for
users. Each manufacturer of a CT X-ray
system shall provide the following
technical and safety information, in
addition to that required under
§ 1020.30(h) of this chapter, to
purchasers and, upon request, to others
at a cost not to exceed the cost of
publication and distribution of such
information. This information shall be
identified and provided in a separate
section of the user's instruction manual.

(1) Conditions of operation. A
statement of the CT conditions of
operation used to provide the
information required by paragraphs
(c](2) and (3) of this section.

(2) Dose information. The following
dose information obtained by using the
dosimetry phantoms described in HHS
Publication (number to be inserted in
final rule). For any CT X-ray system
designed to image both the head and
body, separate dose information shall be
provided for each application. All dose
measurements shallbe performed with
the normal patient support and
attenuation materials present

(i) The-CT dose index (CTDI) at the
specified locations in the dosimetry
phantoms. The CT conditions of
operation shall correspond to typical
values suggested by the manufacturer

for CT of the head or body. The
dosimetry phantoms shall be oriented
such that one of the specified locations
coincides with the maximum CTDI at 1
centimeter interior to the surface of the
dosimetry phantom. This location shall
be specified by the manufacturer with
respect to the housing of the scanning
mechanism or other readily identifiable
feature(s) of the system in such a
manner as to permit reproducible
placement of the dosimetry phantom in
this orientation.

(ii) The CT dose index (CTDI) in the
center location of the dosimetry
phantom for each selectable CT
condition of operation that varies either
the rate or duration of X-ray exposure.
This CTDI shall be presented as a value
that is normalized to the CTDI in the
center location of the dosimetry
phantom from paragraph (c]{2)(i) of this
section, with the CTDI of paragraph
(c)(2){i) of this section, having a value of
one. As each individual CT condition of
operation is changed, all others shall be
maintained at the typical values
described in paragraph (c)(2)(i) of this
section. These data shall encompass the
range of each CT condition of operation
stated as appropriate by the
manufacturer for head and/or body CT.
When more than three selections of a
CT condition of operation are available,
the information shall be provided at
least for the minimum, maximum, and
mid-range value for the CT condition of
operation.

(iii) The CT dose index (CTDI) at the
location coincident with the maximum
CTDI at I centimeter interior to the
surface of the dosimetry phantom for
each selectable peak tube potential. The
CTDI shall be presented as a value that
is normalized to the maximum CTDI
located at 1 centimeter interior to the
surface of the dosimetry phantom from
paragraph (c](2)(i) of this section, with
the CTDI of paragraph (c].[2)(i) of this
section having a value of one. These
data shall encompass the range of peak
tube potential appropriate for head and/
or body scanning. When more than three
selections of peak tube potential are
available, the information shall be
provided, at least, for the minimum,
maximum, and mid-range value of peak
tube potential.

(iv) The dose profile in the center
location of the dosimetry phantom for
each selectable nominal slice thickness.
When more than three selections of
nominal slice thicknesses are available,
the information shall be provided at
least for the minimum, maximum, and
mid-range value of nominal slice
thickness. The dose profile shall be
presented on the same graph and to the

same scale as the corresponding
sensitivity profile re4uired by paragraph
(c](3)(iv) of this section.

(v) A statement of the maximum
deviation from the values given in the
information provided according to-
paragraph (c)(2](i), (ii), (iii), and (iv) of
this section.

(vi) Determination of compliance shall
be based on the measurementprotocols
described in HHS Publication (number
to be inserted in final rule).

(3] Imaging performance information.
For any CT X-ray system designed to
image both the head and body, separate
imaging performance information for
each application. All CT conditions of
operation and all other aspects of data
collection shall be identical to those
specified for the dose information
provided according to paragraph (c](2](i)
of this section. The following imaging
performance information shall be
required:

(i) A statement of the noise.
(ii) A graphical presentAtion of the

modulation transfer function for the
same imaging processing and
presentation mode as that used in the
statement of the noise.

(iii) A statement of the nominal slice
thickness(es).

(iv) A graphical presentaion of the
sensitivity profile, at the location
corresponding to the center location of
the dosimetry phantom, for each
selectable nominal slice thickness, for
which the dose profile is given
according to paragraph (c][2)(iv) of this
section.

(v) A description of the phantom or
device and test protocol or procedure
used to determine the specification, and
a statement of the maximum deviation
from the specifications provided in
accordance with paragraph (c][3][i), (ii),
fiii), and (iv) of this section.

(d) Quality assurance. The
manufacturer of any CT X-ray system
shall provide the following with each
system. All information required by this
section shall be provided in a separate
section of the users instructional
manual.

(1) A phantom(s) capable of providing
an indication of contrast scale, noise,
and the resolution capability of the
system for low and high contrast objects
and measuring the mean CT number for
water or a reference material.

(2) Instructions on the use of the
phantom(s) including a schedule of
testing appropriate for the system,
allowable variations for the indicated
parameters, and a method to store, as
records, quality assurance data.

(3) Representative images obtained
with the phantom(s) using the same
processing mode and CT conditions of
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operation as in paragraph (c)(3) of this
section for a property functioning
system of the same model. The
representative images shall be of two
forms as follows:'

(i) Photographic copies of the images
obtained fromthe image display device.

(ii) Images stored in digital form on-a
storage medium comtatible with the CT
system. The CT system shall be
provided with the means to display
these images on the image display
device,

(e) Information in advertisement. Any
claim or statement concerning.
performance,specifications, including
representative images, contained in any
catalog, specification sheet; and any
other descriptive or commercial
brochure and literature, including
videotape and film pertaining to CT X-
ray systems, shall include the following
information: 

o

(1] The CT dose index (CTDI] in the
center and the location coincident with
the maximum CTDI at I centimeter
interior to the surface of the dosimetry
phantom. These data shall be given for
the same CT conditions of operation
under which the imaging performance
specifications are claimed.

(2) A sufficiently detailed description
of the CT conditions of operat'ion and
any phantom, device, or object imaged
and the test protocol or procedure used
Jo determine the imaging performance
specifications to permit their
verification.

(3) A statement of the uncertainties
and sources of error associated with the
determination of the imaging
performance specification. -

(4)'Paragraphs (e)(2) and (e)(3) of this
section may be satisfied by including in
the catalog, specification'sheet, and any
other descriptive or commercial
brochure and literature, including
videotape and film pertaining to CT X-
ray systems, a reference to a separate
document which describes the
manufacturer's performance
specifications and test procedures.
When this is so referenced, the
manufacturer shall make copies of this
document readily available to interested
parties at cost not to exceed the cost of
publication and-distribution.

(1) Contrdl and indication of .
conditions of operation-ti) Vi.ual
indication. The CT conditions of
operation to be used during a scan or a
scan sequence shall be indicated prior
to initiation of a scan or a scan
sequence. On equipment having all or
some of these conditions of operation at
fixed values, this requirement may'be'
met by permanent markings. Indication
of the CT conditions of operation'shall

be visible from any position from which
scan initiation is possible.

(2) Timers. (i) Means shall be
provided to terminate the x-ray
exposure automatically by either
deenergizing the x-ray source or
shuttering the x-ray beam in the event of
equipment failure affecting data
Collection. Such termination shall occur
within an interval that limits the total
scan time to no more than 110 percent of
its present'value thrdugh the use of
either a backup timer or devices which
monitor equipment function. A visible
signal shall indicate when the x-ray .
exposure has been terminated through
these means and manual resetting of the
CT-conditions of operation shall be
required prior to the initiation of another
scan.

(ii) Means shall be proiided to require
operator initiation of each individual.
scan of a series of consecutive scans.

(iii) Means shall be provided such that
the exposure from the system does not
exceed the radiation levels specified in
§ 1020.30(k) except when x-ray
transmission data are being collected for
use in image production or technique_
:factor selection.

(iv) The operator shall be able to
terminate the x-ray exposure at any time,
during a scan, or series of scans under
x-ray system control, of greater than
one-half second duration. 'Termination
of the x-ray exposure' shall necessitate
resetting of the, CT conditions of
operation prior to'the initiation of
another scan.

(g) Tomographic plane indication and
alignment. (1) For any single tomogram
system, meahs shall be' provided to
permit visual determination of the
tomographic plane or a reference'plane
offset from the tonographic plane.

(2) For any multiple tomograim system,
means shall-be provided to permit visual
determination of the location of a
reference plane. The relationship of the
reference plane.to the planes of the
tomograms shall be provided to the usef
in addition to other information
provided according to § 1020.30(h). This
reference plane can be offset-from the
location of the tonlographic planes.

(3])The total error in the indicated
location of the tomographic plane or
reference plane shall riot exceed 5i
Millimeters.

(4) For-any offset alignment system,
the Manufacturer shall provide specific
instructions with respect to the use of
this system for patient positioning, in
addition to-other information provided
according to § 1020.30(h) of this chapter.

(5) If a lightlocalizer is used to satisfy
the requirements of paragraphs (g)(1)
and (2) of this section, the localizer shall
provide illumination levels sufficient to

permit visual determination of the
location of the tomographic plane or
reference plane under ambient light
conditions of up to 500 lux.

(h) Beam-on and shutter status
indicators. (1) The x-ray control and
housing of the scanning mechanism
shall provide visual indication whenever
x-rays are produced and, if applicable,
whether the shutter is open or closed. If
the x-ray production period is less than
one-half second, the indication of x-ray
production shall be actuated for one-half
second. Indicators at the housing of the
scanning mechanism shall be
,discernible from any point where
insertion of any part of the human body
into the primary beam is possible.

(2) The radiation emitted from the
tube housing assembly shall not exceed
100 milliroentgens (2.58 X 10-t coulomb/
kilogram) in 1 hour at any point 5
centimeters outside the external surface
of the housing of the scanning
mechanism When the shutter Is closed.
Compliance shall be determined by'

-measurements averaged over an area of
100 square centimeters with no linear
dimensions greater than 20 centimeters,

(i) Scan increment accuracy. The
deviation of indicated scar increment
from actual scan increment shall not
exceed E I millimeter. Compliance shall
be measured as follows: The
determination-of the deviation of

indicated versus actual scan increment
shall be based on measurements taken
with, at most, a 100-kilogram mass on
the patient support device. The patient
support device shall be incremented
from a typical starting position to the
maximum incrementation distance or 30
centimeters, whichever is less, and then
returned to the starting position,
Measurement of actual versus Indicated
scan increment may be taken anywhere
,along this travel.

(j) CTnumber mean and standard
deviation. (1) A method shall be
provided to calculate the mean and
.standard deviation of CT numbers for
an array of picture elements about any
location in the image. The number of
elements in this array shall be under
user control.

(2) The, manufacturer shall provide
specific instructions concerning the use
of the method provided for calculation
of CT number mean and standard
deviation in addition to other
information provided according to
§ 1020.30(h) of this chapter.

Interested persons may, on or before
December 30, 1980, submit to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-62, 5600
Fishers Lane, Rockville, MD 20857,
written comments regarding this
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proposal. Four copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
Hearing Clerk docket number found in
brackets in the heading of this
document. Received comments may be
seen in the above office between 9 a.m.
and 4 p.m., Monday through Friday.

In accordance with Executive Order
12044, the economic effects of this
proposal have been carefully analyzed,
and it has been determined that the
proposed rulemaking does not involve
major economic consequences as
defined by that order. A copy of the
regulatory analysis assessment
supporting this determination is on file
with the Hearing Clerk, Food and Drug
Administration.

Dated: October 16,1980.
Mark Novitch,
Acting Commissioner ofFood and Drugs.
[FR Doc. o-SM346 Filed 10-30-f SS4 am]
BILUNG COOE 4110-Os-

PENSION BENEFIT GUARANTY

CORPORATION

29 CFR Ch. XXVI

Proposed Agenda of Priority
Regulations Under the Multiemployer
Pension Plan Amendments Act of 1980
AGENCY: Pension Benefit Guaranty
Corporation
ACTION: Proposed agenda of regulations.

SUMMARY. This document sets forth a
list of those regulations that the Pension
Benefit Guaranty Corporation proposes
to develop initially in order to
implement the Multiemployer Pension
Plan Amendments Act of 1980. The
PBGC is publishing this list in order to
obtain the views of the public with.
respect to which regulations are most
urgently needed under the new
multiemployer plan insurance program.
The UBGC will use the public's
comments in establishing its regulatory
agenda under the new Multiemployer
Law, and this will be included in PBGC's
next semiannual agenda of regulations,
to be published on December 19, 1980.
DATES: Comments should be received by
November 28,1980.
ADDRESS- Comments should be
addressed to the Assistant Executive
Director for Policy and Planning, Suite
7100, 2020 K Street, N.W., Washington,
D.C. 20006. Written c6mments will be
available for public inspection at the
PBGC Public Affairs office, Suite 7100, at
the above address, between the hours of
9:00 a.m. and 4:00 p.m.

FOR FURTHER INFORMATION CONTACT:
Terrence M. Deneen, Office of the
Executive Director Policy and Planning,
Suite 7100,2020 K Street. N.W.,
Washington, D.C. 20006; 202-254-4885.
SUPPLEMENTARY INFORMATION: The
Multiemployer Pension Plan
Amendments Act of 1980, Pub. L No. 96--
364 (the "Multiemployer Act"), became
law on September 26, 1980. Under it, a
new insuraitce program for
multiemployer pension plans is created.
The Multiemployer Act is lengthy and
complex and will require a large number
of regulations to implement it fully. The
Act either directs or authorizes PBGC to
promulgate over 60 different regulations.
Obviously, such a large number of
regulations cannot be developed
simultaneously.

Accordingly. PBGC has begun a
review of the multiemployer Act to
determine what regulations are most
critically needed in order to enable both
covered plans and PBGC to function
under the new law. The list set forth
below represents PBGC's preliminary
judgment as to those regulations which
should be developed firsL In treating
this list, PBGC has given consideration
to the statutory provisions that require it
to promulgate regulations, to the need
for providing guidance to plan
administrators, sponsors and
participants, and to its limited staff
resources.

PBGC invites the public to comment
on this list and to suggest changes in it;
reasons for suggested changes should be
provided. After reviewing the public
comments, the PBGC will develop a list
of the priority regulations to be
developed under the Multiemployer Act.
That list will be reflected in the PBGC's
next semiannual agenda of regulations
under development, to be published on
December 19, 1980. Because of the
publication date for the agenda, it is
important that comments on this
proposal be received by November 28,
1980.

All citations below are to sections of
the EmplOyee Retirement Income
Security Act ("ERISA") as amended by
the Multiemployer Act.

1. Rules Governing the Arbitration of
Disputes Concerning Employer Liability

Description. Section 4221 provides
that any dispute between an employer
and the sponsor of a multiemployer plan
regarding the determination of the
employer's withdrawal liability to the
plan shall be resolved through
arbitration. Section 4221(a)(2) provides
that an arbitration proceeding under this
section shall be conducted in
accordance with fair and equitable
procedures prescribed by the PBGC.

Need. This regulation is needed to
provide the rules of procedure under
which an arbitration proceeding will be
conducted.

2. Adoption of Alternative Rules For
Allocating Unfunded VestedBenefits

Description. Section 4211 of ERISA
provides a presumptive rule, and three
alternative rules, that a mutiemployer
plan may use to allocate unfunded
vested benefits to an employer that
withdraws from the plan after April 28,
1980. In addition, section 4211(c[5](A]
provides that multiemployer plans may
develop and adopt by amendment, other
methods for allocating unfunded vested
benefits to a withdrawn employer. An
amendment adopting an allocation -
method not described in section 4211 is
subject to PBGC approval based on a
determination that use of the alternative
method would not significantly increase
the risk of firancial loss to plan
participants, beneficiaries, or the PBGC.
Any such aimendment adopted after
January 31,1981 may not be applied to
an employer that withdrew before the
date the amendment is adopted without
the employer's consent.

Need. The use of the allocation
methods described in section 4211 may
be administratively cumbersome or
inequitable for many multiemployer
plans. This regulation is needed so that
plan sponsors will know what
procedures they must follow in adopting
alternative allocation methods and in
submitting those methods to the PBGC
for approval.

3. Rules Prescribing Adjustments in the
Allocation of Unfunded Vested Benefits

Description. The rules for allocating
unfunded vested benefits set forth in
4211 of ERISA utilize several fractions,
the denominators of which are the total
amounts contributed under a plan by all
employers. Section 4211(c[5)(D}
authorizes PBGC to promulgate rules to
"permit adjustments in any denominator
* * * where such adjustment would be
appropriate to ease administrative
burdens of plan sponsors in calculating
such denominators".

Need. The use of the denominator
prescribed in the statute would be
administratively cumbersome and costly
for some plans. Accordingly, this
regulation is needed to enable those
plans to allocate unfunded vested
benefits without incurring excessive
administrative costs.
4. Rules Governing the Allocation of
Unfunded Vested Benefits Following a
Termination by Moss Withdrawal

Description. Section 4219(c1](D)[(ii
provides that if a multiemployer plan
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terminates through the withdrawal of all
employers, the total unfunded benefits
of the plan shall be fully allocated "
among the withdrawn employers. This
section also requires a redetermination
of the liability of employers who
withdrew from the plan pursuant to an
agreement or arrangement among
employers. The allocation, or
reallocation, of the plan's unfunded
benefits must be done in a manner that
is not inconsistent with'rules prescribed
by the PBGC.

Need. This regulation is needed to
provide guidance with respect to how
this allocation, or reallocation, must be
done.
5. Rules for the Adjustment of Employer
Liability for Withdrawals after April 28,
1980

Description. Section 4217(a) of ERISA
provides a special rule which prevents
certain events which occurred before
April 29, 1980, from triggering
withdrawals and from increasing the
liability for a partial withdrawal after
that date. Under this section, for the
purpose of determining withdrawal
liability for a complete or a partial
withdrawal after April 28;,1980, and for
the purpose of determining whether a
partial withdrawal has occured after
-that date, the amount of contributions
and the number of contribution base
units of the affected employer which are
properly allocable to (1) work performed
under a colle'ctive bargaining agreemient
for which there was a cessation of -..
contributions before April 29, 1980, or (2)
work performed at a facility for which
there was a cessation of contributions
before April 29, 1980, are not to be taken
into account. Section 4217(b) auth'orizes
the PBGC to prescribe regulations - -
setting forth the method by which the
withdrawal liability of other employers
in a plan is to be adjusted where an
employer receives the relief provided by
this rule. This adjustment is necessary
to ensure that substantially all liabilities
are allocated to contributing employers.

Need. This regulation is needed to,
provide for the correct allocation of plan
liabilities among employers, and to
protect plans and PBGC from fisk of
financial loss which might occur in those
cases where certain employers obtain
relief from the special rule.

6. Interest on'Withdrawal Liability
Payments

Description. Section 4219(c)(6)
provides that plans shall charge interest
on delinquent withdrawal liability
payments and on a defaulted employer's
total outstanding withdrawal liability.
The interest rate'charged under this
sectibn is based, in accordance.with

PBGC regulations, on prevailing market
rates for comparable obligations.

-Need. This regulation is needed so
that employers and plan sponsors will
be'able to determine the interest charges
on withdrawal liability 1ayments.

7. Rules Governing Benefit Reductions
in Plans that Terminate by Moss
Withdrawal of Employers

8. Rules for Valuing Assets qnd
Liabilities in Plans'that Terminate by,
Mass Withdrawal of Employers

9. Rules Governing the Powers and
Duties of Sponsors of Plans that
Terminate by Mass Withdrawal

Description. Section 4281 of ERISA
contains numerous rules relating to the
administration and payment of benefits
under plans that have terminated by

%,mass withdrawal. If a plan terminates
through mass withdrawal, Section
4281(b)(1) provides that the value of
plan assets, together with the value of
nonforfeitable benefits under the plan,
must be determined inwriting in
accordance with P1GC regulations. This
valuation must b-performed for the
plan year within which the termination
6ccurred, and every year thereafter.

Section-4281(c) requires the sponsor of
a terminated plan to reduce plan
benefits to the extent necessary to
ensure that plan assets are sufficient, as
determined and certified in accordance
with PBGC regulations, to discharge,
when due the plan's obligations with
respect to nonforfeitable benefits.
, In addition, section 4281(d)(3)
provides that the sponsor of an
insolvent terminated plan.shall have the
powers and duties of the plan sponsor of
an insolvent plan that is in
reorganization. However, the PBGC is'
directed to prescribe rules governing the
'ponsor's exercise of thosepowers.
Under-certain circumstances, the
sponsor of an insolvent terminated plan
is required to suspend payment of any
benefits that are in excess of those
guaranteed under Sedtion 4022A of
ERISA. The PBGC is directed to
prescribe rules that ensure that plan
participants and beneficiaries receive
adequate notice of benefit suspensions.
I -Need. These regulations are needed to

proVide guidance and diredtion
concerning the administration and
payment-of benefits under plans that
have terminated by mass withdrawal;

10. Rules Governing the Valuation of
Outstanding Claims for Withdrawal
Liability

Description. When a plan terminates
through mass withdrawal, the plan
sponsor must value any outstanding
claims against employers for

withdrawal liability in order to computo
the value of plan assets. Under Section
4001(a)(12) of ERISA, the outstanding
claims are to be valued in accordance
with regulations prescribed by the
PBGC.

Need. This regulation is needed so
that the plan'spons'r of a plan that
terminates through mass withdrawal Is
able to satisfy his or her statutory
obligation to value plan assets.

11. Rules Varying the Standards
Governing the Sale of Assets

Description. Section 4204, of ERISA
provides that an employer will not have
partial or comi~lete withdrawal liability
solely because covered operations of tho
employer are transferred to another
employer in connection with a sale of
the employer's assets, if certain
specified conditions are satisfied. This
provision applies to any sale occurring
after April 28, 1980. Some of the
enumerated conditions are: 1 the
purchaser provides a bond to the plan,
and 2) the contract of sale provides that
if the purchaser partially or completely
withdraws from the plan during the five
plan years following the sale, the seller
is secondarily liable for any withdrawal
liability. PBGC is authorized to vary
these conditions by regulation, "if the
variance would more effectively or
equitably carry out the purposes of
(Title IV)".

Need. This regulation is needed
because there are individual
transactions or classes of transactions
that might be unnecessarily frustrated
by a strict application of the statutory
rules without variance.

12. Rules for Determining a Year of
Service

Description. Section 4022A of ERISA
provides for the guarantee of certain
nonforfeitable benefits under insolvent
multiemployer plans. The value of
guaranteed benefits is needed for
several purposes under the
Multiemployer Act. The amount of the
guarantee is derived from a formula
based on years of credited service and
on an accural rate. In addition, the
accrual rate for base benefits is
coinputed by dividing a participant's
base benefit by the number of full and
fractional years credited to the
participant under the plan.

-Need. This regulation is needed for
plan sponsors to be able to determine
the value of guaranteed benefits under
their plans.

13. Rules Governing the Election of Plan
Status

-Description, The MultiemployerAct
changed the statutory definition of
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"Multiemployer plan" in section 3(37) of
ERISA and section 414(f) of the Internal
Revenue Code of 1954. Because of this
change, some plans that were not
multiemployer plans under the prior law
are multiemployer plans under the
Multiemployer Act. Section 4303 of
ERISA provides that plan sponsors of
certain plans that are affected by this
change in the statutory definition may
ele4t within one year after enactment of
the Multiemployer Act, pursuant to rules
established by the PBGC, to retain their
status as non-multiemployer plans.

Need. This regulation is needed to
permit sponsors of certain plans to elect,
within the time limits imposed by the
Act, to have their plans remain non-
multiemployer plans.

14. PBGC Actuarial Assumptions For
Computing Unfunded Vested Benefits

Description. Section 4213(a) provides
that the PBGC may prescribe by
regulation actuarial assumptions which
plan actuaries may use in their
determination of a multiemployer plan's
unfunded vested benefits. The value of
unfunded benefits is used, in turn, to
compute-an employer's withdrawal
liability.

Need. The regulation is needed to
provide standards that may be used for
the computation of withdrawal liability.

15. Rules Governing the Notice of
Insolvency

Description. Section 4245(e) requires
the plan sponsor, when he or she
determines that the plan may become
insolvent, to-give notice of that fact to
the PBGC. In addition, the plan sponsor
must inform employees and affected
employee organizations of the possible
insolvency. Section 4245(e)(4) requires
that the notice be given in accordance
with regulations prescribed by the
PBGC.

Need. This regulation is needed so
that plan sponsors can comply with this
statutory obligation. In addition, this
notice is important to PBGC for program
and financial planning.

16. Rules Governing the Notice of a
Merger or Transfer of Assets Between
Multiemployer Plan

Description. Section 4231{b](1)
requfres the plan sponsor of a
multiemployer plan to notify PBGC, in
accordance with regulations prescribed
by PBGC, of a merger oritransfer of
assets or liabilities to another
multiemployer plan at least 120 days
before the effective date of the merger or
transfer.

Need. This regulation is needed so
that plan sponsors can comply with this
statutory obligation.

17. Rules Defining "Seagoing Industry"

Description. Section 4402(g) (4) of
ERISA provides a different effective
date for the withdrawal liability
provisions of the Multiemployer Act
applicable to plans in the West coast
"seagoing industry", as defined by the
PBGC by regulation.

Need. This regulation is needed to
estblish the applicability of the
withdrawal liability provisions to West
coast maritime plans.

18. Rules Defining 'Trucking Industry"

Description. Section 4203[d) of ERISA
provides a special withdrawal liability
rule applicable to plans maintained by
employers primarily engaged in the long
and short haul trucking industry, the
household goods moving industry or the
public warehouse industry. The
existence of withdrawal liability under
this rule depends, in part, on PBGC's
making a determination that the plan
has suffered substantial damage to its
contribution base as a result of the
withdrawals.

Need. Because the statute does not
define the terms "trucking industry",
"household goods moving industry" and
"public warehousing industry", a
regulation is needed to describe the
scope of this special rule.

19. Rules Defining "Building and
Construction Industry"

Description. Section 4203(a) of ERISA
defines the circumstances under which
an employer withdraws from a
multiemployer plan. Section 4203[b)
includes a special definition of
withdrawal for the building and
construction industry. Under the special
rule, a withdrawal is considered to take
place only if an employer ceases to have
an obligation to contribute under the
plan, and either (1) continues to perform
work of the same type for which
contributions were previously required
in the jurisdiction of the collective
bargaining agreement or (2) resumes
work in the jurisdiction within five
years.

Need. Because the statute does not
define the term "building and
construction industry", a regulation is
needed to define the scope of this
special rule.

Issued in Washington. D.C., this 29th day of
October, 1980.
Robert E. Nagle,
Executive Director, Pension Benefit Guaranty
Corporation.
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aIwUNG CODE TM-Va

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 50

[AD-FRL 1647-6; Docket No. OAQPS 79-7]

Proposed Revision of the National
Ambient Air Quality Standards for
Carbon Monoxide; Extension of
Comment Period
AGENCY: Environmental Protection
Agency (EPA).
ACTION: Extension of comment period.

SUMMARY: On August 18,1980, the
Environmental Protection Agency
proposed in the Federal Register (45 FR
550863 revisions to the national ambient
air quality standard for carbon
monoxide. Public hearings have been
held on this proposed standard revision
in Washington. DC (October 2,1980) and
in Denver, CO (October 10, 1980). In
order to provide an opportunity for fuil
and complete public review of the
proposed standard, the comment period
is being extended to November 24,1980.
DATES: Comments are due on or before
November 24,1980.
AoRESS: Submit comments (duplicate
copies are preferred) to: Central Docket
Section (A-130), Environmental
Protection Agency, Attn: Docket No.
OAQPS 79-7,401 M Street, SW.
Washington, D.C. 20460.

Docket No. OAQPS 79-7, containing
material relevant to this proposed
rulemaking, is located in the Central
Docket Section of the U.S.
Environmental Protection Agency, West
Tower Lobby Gallery 1, 401 M Street,
SW., Washington, D.C. The docket may
be inspected between 8 A.M. and 4 P.M.
on weekdays, and a reasonable fee may
be charged for copying.
FOR FURTHER INFORMATION CONTACT.
Mr. Michael H. Jones (MD-12),
Strategies and Air Standards Division,
Research Triangle Park, N.C. 27711,
telephone 919-541-5231.

Dated: October 24,1980.
David G. Hawkins,
Assist nt AdministratorforAir, Noise, and
Radiation.
IMR Do. 8033 Fikd 10-30-80. &-45 aml
ILLING COoE GO.-26-M

40 CFR Part 52
[A-5-FRL 1647-5]

Approval and Promulgation of
Implementation Plans; Ohio
AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rulemaking.
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SUMMARY: The United States
Environmental Protection Agency
(USEPA) ainounced in today's Federal
Register final rulemaking on revisions to
.the carbon monoxide and ozone
portions of the Ohio State
Implementation Plan (SIP). Ohio
submitted these revisions to satisfy the
tequirements of Part D of the Clean Air
Act, as amended in 1977. In the final
rulemaking, USEPA conditionally
approved certain revisions to the Ohio
SIP. A discussion of conditional
approval and its practical effect appears
in the July 2, 1979 Federal Register (44
FR 38583) and the November 23,_1978
Federal Register (44 FR 6718). A -
conditional approval requirs the State
to remedy identified deficiencies by
specified deadlines. This notice solicits
public comment on the 'deadlines by
which the State of Ohio has committed-
itself to remedy conditionally approved
portions of its SIP. Although public
comment is solicited on the deadlines,.
the State.remains bound by its -
commitments unless the schedules are
disapproved by USEPA in its Final
Rulemaking action. A conditional
approval means that the restriction on
new source constructionin designated
nonattainment areas will not apply
unless the State fails to submit the
corrections by the specified date, or
unless the corrections are ultimately
determined to be inadequate.
DATES: Comments must be received on
or before December 1, 1980.
ADDRESSES: Comments should be sent
to the following address: Mr. Gar,
Gulezian, Chief, Regulatory Analysis
Section, Air Programs Branch, U.S.
Environmental Protection Agenc', 230
South Dearborn Street, Chicago, Illinois
60604.

Copies of the-materials submitt6d by
the State and by the public duridg the
comment period announced in this
notice of proposed rulemaking are
available for review during normal
business hours at the following
addresses:
USEPA Region V, Air Programs Branch,

230 South Dearborn Street, Chicago,.
Illinois 60604.

USEPA, Public Information Reference
Unit, 401 M Street, SW;, Washington,
D.C. 20460.

FOR FURTHER INFORMATION CONTACT:
Mr. Richard Clarizio, Regulatory
Analysis Section, Air Programs Branch,
U.S. Environmental Pi'otection Agency,
230 South Dearborn Street, Chicago,
Illinois 60604. (312) 066-6035.
SUPPLEMENTARY INFORMATION: In final.
rulemaking action pdblished in today's
Federal Register, USEPA identified the
actions takenjby the State of Ohio to

remedy deficiencies in the carbon
monoxide and ozone portions of the
Ohio SIP submittal. These deficiencies
were noted in USEPA's March 1, 1980
Notice of Proposed Rulemaking (45 FR
15192): In'today's final rulemaking
USEPA also identified the conditions
which must be satisfied by the State of
Ohio to correct the specified
deficiencies in the revisions to the Ohio
SIP. The State of Ohio has provided
assurances that it will satisfy these
conditions on specific schedules.

USEPA proposes to approve the
following schedules -for the State of
Ohio's correction of deficiencies in the
carbon monoxide and ozone portions of
the Ohio SIP.

Schedules
I. Carbon Monoxide RFP

Demonstration
A. For the Dayton area the State has

committed to submitting an acceptable
RFP demonstration by: November 1,
1980.

B. As part of the revised carbon
monoxide attainment demonstration for
the Steubenville area the State will
submit an RFP demonstration by:
August 15, 1981.

II. Carbon Monoxide Attainment
Demonstration

A. The State has-committed to submit
for the Dayton area a schedule for the
study,, evaluation and implementation of
control measures at the identified
hotspot and if necessary evidence of
priority funding forthe carbon monoxide
"hot spot" evaluation and
implementation. The-State has
committed to submit the material by:'
November 1, 1980.,

B. The State has committed to submit
the following materials for the
Steubenville area:

(1) A revised attainment
demonstration by August 15, 1981.

(2),Regulations requiring RACT level
of control in the Steubenville area for
carbon monoxide sources that are
contributing to the violation and/or
other appropriate control strategies. The
State submitted the following schedule
for the development of the RACT
regulations

(a] complete carbon monoxide study
by: November 1, 1980.

( (b) RACT regulations would be
effective by: August 1, 1981.

-II. Ozone Attainment Demonstration.
A. For the Canton, Cleveland and

Columbus areas the State has
committed to submit either technical
support for the 100% VOC emission
reduction estimate f67m the cutback
asphalt category; or a re-evaluation of
the baseline emissions to account for the
possible VOC emissions resulting from

this category. The State has agreed to
submit this information by: August 1,
1981.

B. For the Cleveland area the State
has agreed to submit the following:

(1) Additional TSM strategies to be
implemented which in conjunction with
the additional point source regulations
will demonstrate attainmert of the
ozone NAAQS; and

(2) A schedule which delineates the
dates on which the additional point
source controls will be developed and
implemented. These two items will be
submitted by: November 1, 1980.

IV. Ozone RFP Demonstration
A. For the Canton urban area the

State will submit a revised RFP line by:
August 1,1981.

V. Chapter 3745-21 of the Ohio
Administrative Code

A. The State has agreed to:
(1) promulgate and submit to USEPA

regulations which meet the RACT
requirements for waste water
separators. If these regulations contain
exemptions which are notsupported by
the CTGs then the State must
demonstrate that the resultant emissions
differ from the CTG allowable emissions
by no more than five percent. These
regulations, and any necessary support
are to be submitted by: February 15,
1981.

(2) study the emissions resulting from
the proposed regulation 09(R) and to
submit the results to USEPA by: October
1, 1980.

If it should be necessary to revise the
rule the State has committed to
submitting the State adopted revised
rule by: February 15,1981.

Under Executive Order 12044, USEPA
is required to judge whether a regulation
is "significant" and therefore subject to
the procedural requirements of the
Order or whether it may follow other.
specialized development procedures.
USEPA labels these other regulations
..specialized." I have reviewed this
regulation and determined that it Is a
specialized regulation not subject to the
procedural requirements of Executive
Order 12044.

'This notice of proposed rulemaking Is
issued under authority of Section 110 of
the Clean Air Act, as amended.

Dated: September 18, 1980.
John McGuire,
RegionalAdministrator.
IFR Doc. 80-33877 Filed 10-30-M. 845 am)

BILLING CODE 6560-33-14
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40 CFR Part 52

(A-5-FRC 1647-4)

Approval and Promulgation of
Implementation Plans; Ohio
AGENCY: U.S. Environmental Protection
Agency.
ACTION: Proposed rulemaking.

SUMMARY: The United States
Environmental Protection Agency
(USEPA) announces ih today's Federal
Register final rulemaking on revisions to
the carbon monoxide and ozone
portions of the Ohio State
Implementation Plan (SIP) for the
Youngstown urban area. Ohio submitted
these revisions to satisfy the
requirements of Part D of the Clean Air
Act, as amended in 1977. In the final
rulemaking, USEPA conditionally
approved certain revisions to the Ohio
SIP. A discussion of conditional
approval and its practical effect appears
in the July 2, 1979, Federal Register (44
FR 38583) and the November 23,1979
Federal Register (44 FR 6718). A
conditional approval requires the State
to remedy identified deficiencies by
specified deadlines, This notice solicits
public comment on the deadlines by
which the State of Ohio has committed
itself to remedy the conditionally
approved portions of its SIP. Prior to
final rulemaking on the deadlines, the
State is bound by its commitments to
meet the proposed deadlines. A
conditional approval means that the
restriction on new source construction
in designated.nonattainment areas will
not apply unless the State fails to submit
the'corrections by the specified date, or
unless the corrections are ultimately
determined to be inadequate.
DATES: Comments must be received on
or before December 1,1980.
ADDRESSES: Comments should be sent
to the following addresses: Mr. Gary
Gulezian, Chief, Regulatory Analysis
Section. Air Programs Branch, U.S.
Environmental Protection Agency. 230
South Dearborn Street, Chicago, Illinois
60604.

Copies of the materials submitted by
the State are available for review during
normal business hours at the following
addresses:
USEPA Region V, Air Programs Branch,

230 South Dearborn Street, Chicago.
Illinois 60604.

USEPA, Public Information Reference
Unit, 401 M Street, SW., Washington,
D.C. 20460.

FOR FURTHER INFORMATION CONTACT.
Mr. Richard Clarizio, Regulatory

Analysis Section, Air Programs Branch.
U.S. Environmental Protection Agency,
230 South Dearborn Street. Chicago.
Illinois 60604. (312) 886-6035.
SUPPLEMENTARY INFORMATION: In final
rulemaking action published in today's
Federal Register, USEPA identified the
actions taken by tfie State of Ohio to
remedy deficiencies in the carbon
monoxide and ozone portions of the
Ohio SIP for the Youngstown urban
area. These deficiencies were noted in
USEPA's May 16. 1980 Notice of
Proposed Rulemaking (45 FR 32333).

USEPA proposes to approve the
following schedules for the State of
Ohio's correction of deficiencies in the
Youngstown urban area plan.

I. Ozone Attainment and Reasonable
Further Progress (RFP) Demonstration

A. For the Youngstown area the State
has committed itself to submit technical
support for the 100% VOC emission
reduction estimate from the cutback
asphalt category or (2) to re-evaluate the
baseline emissions to account for the
posible VOC emissions resulting from
this category. The State has also agreed
to submit a revised ozone RFP
demonstration. The State has agreed to
submit this information by August 1.
1981.
II. Transportation Control Plan

A. The State has agreed to submit by
November 3,1980 the Regional Policy
Board's commitment to meet specific
annual emission reduction goals. The
Regional Policy Board is composed of
elected officials from each of the
affected local jurisdictions within the
Youngstown urban area.

Under Executive Order 12044, USEPA
is required to judge whether a regulation
is "significant" and therefore subject to
the procedural requirements of the
Order or whether it may follow other
specialized development procedures.
USEPA labels these other regulations
"specialized." I have reviewed this
regulation and determined thai it is a
specialized regulation not subject to the
procedural requirements of Executive
Order 12044.

This notice of proposed rulemaking is
issued under authority of Section 110 of
the Clean Air Act, as amended.

DATED: September 25.1900.
John McGuire.
Regionol Adminis!rotor,
IFRt Dor- O3W8 Fittd 1 0-2' I-Aml
BILNG CODE 660-3-M

40 CFR Part 52

IA-9-FRL 1650-41

Approval and Promulgation of
Implementation Plans; Guam
Implementation Plan Revision
AGENCY: Environmental Protection
Agency.
ACTION: Notice of Proposed Rulemaking.

SUMMARY: Revisions to the Guam Air
Pollution Control Standards and
Regulations have been submitted to the
Environmental Protection Agency (EPA]
by the Governor's designee for the
purpose of revising the Guam
Implementation Plan. The intended
effect of these revisions is to update the
rules and regulations and to correct
deficiencies in the Implementation Plan.
The EPA invites public comment on
these rules, especially as to their
consistency with the Clean Air Act.
DATES: Comments may be submitted on
or before December 30,1980.
ADDRESSES: Comments maybe sent to:
Regional Administrator, Attn: Air and
Hazardous Materials Division. Air
Technical Branch, Regulatory Section
(A-4), Environmental Protection Agency,
Region IX, 215 Fremont Street, San
Francisco, CA 94105.

Copies of the proposed revisions and
EPA's associated evaluation reports are
available for public inspection during
normal business hours at the EPA
Region IX office at the above address
and at the following locations.
Guam Environmental Protection

Agency, P.O. Box 2999, Agana, Guam
96910.

Public Information Reference Unit,
Room 2404 (EPA Library, 401 "M"
Street, S.W.. Washington, D.C. 20460.

FOR FURTHER INFORMATION CONTACT.
Douglas Grano, Chief, Regulatory
Section, Air Technical Branch,
Environmental Protection Agency,
Region IX. 215 Fremont Street, San
Francisco, CA 94105;(415) 556-2938.
SUPPLEMENTARY INFORMATION: The
Governor's designee submitted the
following rules and regulations on the
indicated dates, as revisions to the
Guam Implementation Plan.

October 12,1979

Chapter 1-Definitions
Rule 3.1-Permits Required
Rule 32-Exemptions
Rule 3.3--Applications
Rule 3.4-Standards for Approval, or Denial

of Permit Applications
Rule 3.5--Action on Applications
Rule 3.6-Performance Testing
Rule 3.7-Revoking of Permits
Rule 3.8-Transfer of Permits
Rule 3.9-Reporting Information
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Chapter 4-Monitoring, Records and,
Reporting

Rule 5.3-(Sampling and Testing Methods)
Rule 6.2-(Control of Open Burning)
Rule 7.1-Control of Particulate Emission)
Rule 7.4-(Control of Particulate Emission)
Rule 7.5-Fuel Burning Installations
Rule 8.3-(Control of Fugitive Dust)
Rule 8.4-Processing, Handling,

Transportation, and Storige
Rule 8.5-Construction and Sandblasting

Operations
Rule 8.6-Grading and Clearing
Rule 8.7--Roads and Parking Lots
Chapter 10--Control of Visible Emission of

Particulates for Stationary Sources
Chapter 12-Air Pollution Emergencies
Rule 13.1-Control of Sulfur Dioxide

Emissions)
Rule 13.2-(Control of Sulfur Dioxide

- Emissions)
Chapter 14-Motor Vehicle Pollution Control
Chapter 15-Standards of Performance for.

New Stationary Sources
-Chapter 16-National Emission Standards.for

Hazardous Air Pollutants
Rule 18.1-Appeal
Rule 18.2--Circumvention
Rule 18.3-Severability
Rule 18.4-Effective Date
(Deletions)

Rule 3.12-Conditional Permit
Rule 3.17-Compliance Schedule
Rule 12.3-Declaration of Air Pollution"

Emergency

April 1,1980

Addendum to 13.1-Compliance Order for the
Guam Power Authority's Power Barge
"Inductance"

Under Section 110 of the Clean Air
Act, as amended, and 40 CFR Part 51,
the Administrator is required to approve
or disapprove these regulations as
Implerhentation Plan revisions. All rules
submitted have been evaluatedand
determined to be in accordance with the
Clean Air Act, 40 CFR Part 51 and EPA
policy, with certain exceptions.
Therefore, it is the purpose of this notice
to propose to approve all the rule.
revisions listed'above and to.
incorporate them into the Guam
Implementation Plan, with the exception
of the rules discussed below.

Nuisance rules are not appropriate for
inclusion in the Implementation Plan
since they are not specifically directed -
at the attainment or maintenance of-the
National Ambient Air Quality Standaids
(NAAQS) . Therefore, no action is being
ttlken on Rule 1.18, "Nuisance", Rule
1.19, "Odor," and Chapter 11,- Control of
Odor in Ambient Air. ,-

New Source performance Standards'
[NSPS) and National Emission
Standards for-Hazardous Air Pollutants
(NESHAPS) rules implement § 111 and
§ 112 of the Clean Air Act and thus are
not appropriate for inclusion inthe-SIP
under § 110 of the Act. TIherefore-no

action is being taken on Chapter 15,
Standards of Performance for New
Stationary Sources, and Chapter 16,
National Emission Standards for
Hazardous Air Pollutants, as revisionsi
to the Guam Implementation Plan.

Rule 8.7, Roads and Parking Lots, is
proposed -to be disapproved because" it
could allow an emissions increase, and

-a control strategy demonstration has not
been submitted showing that any
increased emissions would not interfere
with the attainment or maintenance of
,the (NAAQS).

Rule/13.2, (Control of Sulfur Dioxide
Emissions), is inconsistent with section
,123{a)(2) of the Clean Air Act which
requires continuous control strategies.
Rule 13.2 contains intermittent control
strategies and thus is proposed to be
disapproved.

The Regional Administrator hereby
issues this notice setting forth these
revisions, including rule deletions
caused thereby, as proposed rulemaking
and advises the public that interested
persons may participate by submitting
written comments to the Region IX
Office. Comments received will be
available for public inspection at the
EPA Region IX Offide and the EPA
Public Information Reference Unit.

The Administrator's decision to
,approve or disapprove the proposed
revisions will.be based on the comments
received and a determination whether
the amendments meet the requirements
of Section 110(a)(2) of the CleanAir Act,
and 40 CFR Part 51, Requirements for
Preparation, Adoption, and Submittal of
Implementation Plans.

EPA has reviewed the revisions being
acted upon in this notice and has
determined that they are "specialized"
revisions not subject to the procedural
requirements of Executive Order 12044.
(Secs.-.110 301(a), Clean Air Act as amended
(42 U.S.C. 7410 and 7601(a))),

-Dated: October 21, 1980.
Sheila M. Prindiville,
Acting RegionalAdministrator
[FR Doe. 80-34001 Filed 10-30-80. 8:45 am]
BILWNG CODE 6560,38-

40 CFR Part 52

[A-7-FRL 16502]

-Approval and Promulgation of State'
Implementation Plans; Nebraska

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Withdrawal of Noticeof
-Availability.

SUMMARY: This notice withdraws a prior
Federal-Register notice announcing-the
availability-ofIheMay 8, 1979r,

submission of the Omaha carbon
monoxide (CO) State Implementation
Plan (SIP). This action is being taken
because the May 8, 1979, CO plan has
been revised substantially since its
submittal, and Governor Charles Thono
has requested that EPA take no formal
action on the original plan. A seperato
Federal Register notice announces the
availability of the revised plan.
DATE: This withdrawal is effective
Oc(ober 31, 1980..
FOR FURTHER INFORMATION CONTACT:
Eloise Reed, Air Support Branch, U.S.
Environmental Protection Agency,
Region VII, 324 East 11th Street, Kansas
City, Missouri 64106. Telephone (816)
374-3791, (FTS) 758-3791.
SUPPLEMENTARY INFORMATION: A
Federal Register notice published at
Volume 44, No. 159, FR page 47777,
August 15, 1979, announced the

,,availability and solicited public
'comments on the May 8,1979, submittal
of revisions to the Nebraska SIP for the
Omaha carbon monoxide nonattainment
area. The plan was sent as required by
Section 172 of the Clean Air Act, as
amended in 1977, to revise the Nebraska
SIP to provide for attainment of the
National Ambient Air Quality Standards
in areas which have been designated
nonattainment. No comments were
received as a result of the original
notice.

On September 20, 1979, Governor
Cfiarles Thone informed EPA that the
plan was being revised further and
requested that EPA take no formal
action. In consideration of the foregoing,
the notice published in the Federal
Register, Volume 44, No. 159 on August
15, 1979, entitled "Approval and
Prqmulgation of State Implementation
Plan: Nebraska.-Notice of Availability"
is hereby withdrawn.

The availability of the revised plan Is
announced in a seperate Federal
Register notice.

Dated: October 22,1980.
Kathleen Cumin,
RegionalAdministrator.
[FR Doe. 34000 Filed 10-30-M. 8:45 anil
BILLNG CODE 6560-38-M

40 CFR Part 52"
[A-7-1650-1]

Approval and Promulgation of
Implementation Plans; Nebraska -

AGENCY: Environmental Protection
Agency. ' -

ACTION: Notice of Receipt of Submittal
to Satisfy Proposed Conditions of Plan
Approval.
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SUMMARY: This notice announces the
receipt of corrections to deficiencies
noted in Nebraska's State
Implementation Plan (SIP) revision for
the Lincoln carbon monoxide
nonattainment area. The Notice of
Proposed Rulemaking which listed the
deficiencies to the SIP revision was
published on November 13,1979 (44 FR
65408). The SIP revisions and
corrections are submitted to fulfill the
requirements of the Clean Air Act
Amendments of 1977. "

EPA's Notice of Final Rulemaking on
the Lincoln CO SIP revision, to be
published at a later date, will discuss
the adequacy of the corrections to
deficiencies noted at 44 FR 65408 and
will promulgate final action on the SIP.

The period for receiving comments on
the state's submittals and what EPA's
final action should be will extend for 30
days beyond today's publication date.
DATES: Comments received before
December 1. 1980, will be considered in
EPA's final rulemaking or this SIP
revision.
ADDRESSES- Comments should be
addressed to Eloise Reed, Air Support
Branch; Environmental Protection
Agency, 324 East 11th Street, Kansas
City, Missouri 64106.

The Nebraska submittals may be
examined during normal business hours
at the above address and also at the
following locations:
Environmental Protection Agency,

Public Information and Reference
Unit, Room 2922, 401 M Street, S.W.,
Washington, D.C. 20460

Nebraska Department of Environmental
Control, 301 Centennial Mall, Lincoln,
Nebraska 68509

Lincoln-Lancaster County Air Pollution
Control Agency, 2200 St. Mary's
Avenue, Lincoln, Nebraska 68502

Permits and Inspection Division,
Housing and Community Development
Department, 1819 Farnam, Room 402,
Omaha, Nebraska 68102

Lincoln-Lancaster County Planning
Commission, 555 South Tenth Street,
Lincoln, Nebraska 68508

Omaha-Council Bluffs Metropolitan
Area Planning Agency, 7000 West
Center Road, Omaha, Nebraska 68106.

FOR FURMER INFORMATION CONTACT.
Eloise Reed, (816) 374-3791; (FTS 758-
3791).
SUPPLEMENTARY INFORMATION: The
proposed rulemaking for the Lincoln
carbon monoxide nonattainment area
SIP revision, as published at 44 FR
65408, noted several deficiencies which
must be corrected.

The SIP was evaluated in relation to
the plan approval criteria listed in the
proposed rulemaking and found to be

deficient in that it did not (1) address
reasonably available control technology
for existing sources. (2) contain an
emissions inventory, (3) identify
emissions growth from new stationary
sources, (4) address or reference a new
source review permit program, (5)
identify and commit resources, (6)
identify compliance necessary for
attainment, and (7) contain the
necessary schedules for implementation
of the computerized signalization
program for Lincoln.

The Supplement to the General
Preamble for Proposed Rulemaking on
Approval of Plan Revisions for
Nonattainment Areas, published July 2,
1979 (44 FR 38583), permits EPA to
conditionally approve SIPs containing
minor deficiencies when the state
provides assurances that it will provide
corrections on a specified schedule. The
proposed rulemaking for Lincoln CO
proposes approval of the state's
submittal on the condition that
corrections to deficiencies be made
within six months from the date of the
proposed rulemaking. The official
submittal by the Governor was delayed
in internal state review and
subsequently underwent a second public
hearing for a nonsubstantive change on
June 27,1980. Although the official
submittal by the Governor was received
on September 25,1980, ten months after
the proposed rulemaking, a draft of the
submittal was received on January 7,
1980. well within the six month period of
the condition. No comments were
received.on the proposed rulemaking.

EPA is reviewing the corrections to
deficiencies to determine if they comply
with the requirements of the Clean Air
Act. A preliminary review indicates that
all deficiencies have been corrected
satisfactorily except the deficiency
pertaining to new source permits. The
SIP revision contains necessary
revisions to the new source review
regulation, but the regulation must still
be revised to make it specifically
applicable to CO and to define "adverse
effect" in relation to impacts on
nonattainment areas. The state is
currently working to make these
revisions. Because EPA views the
absence of an approvable new source
review provision as a significant
deficiency, no final action will be taken
until the state submits its revised new
source review regulation.

Dated: October 22,1980.
Kathleez\Cumin,
Regional Administrator.
IFR Dot. aO--34= 1VFd 10-,30-ft S4 aml
BILLING COoE 806-M

40 CFR Part 52

[A-10-FRC 1649-71

State of Idaho
AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rulemaking.

SUMMARY: The purpose of this Notice is
to invite public comment on EPA's
proposed removal of § 52.676(b) of Title
40 of the Code of Federal Regulations
from the Idaho State Implementation
plan (SIP). Section 52.676(b) is an
interim regulation for control of sulfur
dioxide (SO.] emissions from the Bunker
Hill Company lead and zific smelter
located in Kellogg, Idaho. The removal
of this section from the SIP is requisite
to issuance of a primary non-ferrous
smelter order which will contain the
identical provisions of this interim
regulation.
DATE: Comments will be accepted on or
before December 1,1980.
AODRESSES The relevant material for
this action is available for inspection at
the following locations during normal
business hours:
Central Docket Section, West Tower

Lobby, Gallery 1 (#10A-79-4),
Environmental Protection Agency, 401
M Street. S.W., Washington. D.C.
20460

Air Programs Branch, Environmental
Protection Agency, 1200 sixth Avenue,
M/S 625, Seattle, Washington 98101.
Comments should be addressed to:

Laurie M. Kral, Air Programs Branch,
Environmental Protection Agency, 1200
Sixth Avenue, M/S 629, Seattle,
Washington 98101.
FOR FURTHER INFORMATION CONTACT.
Kenneth A. Lepic. Air Programs Branch,
Environmental Proctecion Agency, 1200
Sixth Avenue, M/S 625, Seattle,
Washington 98101, Telephone No. (206]
44-1125, FTS: 399-1125.
SUPPLEMENTARY INFORMATION: In
January 1972. the State ofldaho
submitted a State Implementation Plan
(SIP) to EPA in'accordance with Section
110 of the Clean Air Act. On May 31,
1972. EPA approved the SIP except for
the sulfur dioxide (SO2) control strategy
and compliance schedule sections (37
FR 10842]. On October 7,1974, EPA
proposed regulations for the control of
SOz from the Bunker Hill complex
requiring 96 percent permanent control
of S0 2 (39 FR 36018]. Thereafter, on
January 10, 1975, the State of Idaho
submitted to EPA. as a proposed
revision to the SIP, a regulation
(Regulation S) for the control of SO, at
the Bunker Hill complex. On April 10,
1975. EPA proposed to disapprove the
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Idaho submission on the grounds that-it
did not meet the requirements of Section
110 of the Clean Air Act and 40 CFR
51.13 On November 19,1975, EPA
approved portions of the State of Idaho's
Regulations S including the ultimate
emission limitation, disapproved other
portions of Regulations S including an
interim emissioni limitation, and
promulgated federal regulations to
replace the disapproved portions (40 FR
53584). Thereafter, the Bunker Hill
Company challenged EPA's fifial
rulemaking action in this matter.

The United State Court of-Appeals for.
the Ninth Circuit issued its opinion on
July 5, 1977 and remanded the matter
back to EPA for further administrative
proceedings. I The Court stated that a

'more extensive administrative record -
.was needed to show that the
requirements promulgated by EPA
dealing with the interim emission
limitation were technologically feasible.

In response to a request by Bunker
'Hill, EPA promulgated regulations on
November 8,1977 defining requirements
pertaining to excess emissions caused
by startup, shutdown or malfunction of,
equipment (42 FR 58171). On November,
23, 1977, Bunker Hill challenged EPS's
rulemaking on excess emissions and
EPA consented to consolidate the
November 8,1977 regulations with the
remand of the November 19,1975 -
regulations.

During the period of time from
December 28,1977 through June 11, 1979,
EPA and the Bunker Hill Company
engaged in extensive document
discovery, document production, and the
development of written testimony for
the remand proceedings. Concurrently,"
EPA'andthe Bunker Hill entered into a
preliminary understanding whichi set
forth, in principle, the areas of
agreement between EPA and'the Bunker
Hill Company. On June 11, 1979,
represehtatives'of the Bunker Hill -

Company and EPA executed a
Settlement Agreement and an Interim
Regulation.

The regulations promulgated by EPA
in November 1975 called for an interim
overall plant SO. emission! limit of 680
tons per week.(approximately 82 percent
control), acid plant tailgas limits of 2,600
parts pei" million (ppm) (6-hour average)
and a prohibition of bypassing strong
gas steams around the-acid plant and to
the atmosphere. In the technical support
document-for that rulemaking EPA
suggested that supplemental-SO,.
injection techniques using a sulfur
combustion furnace could be utilized to

I Bunker Hill Company V. EPA. 572 F.2d 1286(9th
Cir. 1977). hearing denied. No. 75-3670 (December
28,1977). - t

remedy certain acid plant design
deficienceis to enable Bunker Hill to
meet the SO 2 control requirements. The
sulfur combustion furnace was not a
regulatory requirement but rather was
suggested as one possible remedy to the
SO 2.control problems at Bunker Hill.

As a result of the remand proceedings,
EPA initiated a complete re-evaluation
of the remanded SO 2 control regulation.

'The purpose of the review was to
demonstrate that either the existing
regulation or a more stringent regulation
was technically feasible and also to
present numerous alternative methods
for meeting SO 2 control requirements.

The review included two major
segments-an analysis of the Bunker
Hill operation and an evaluation of
other non-ferrous smelters and acid
plants where a high degree of SO2
capture has been achieved. In addition,
the cost and feasibility of SO, control
alternatives were examined. The
technical material supportihg this
proposed rulemaking is summarized in-a
report entitled "Summary of Technical
Material Supporting EPA Rules
Governing Sulfur Dioxide Capture at
Bunker Hill", August 1979.

On December.13, 197'9, (44 FR 72118)
EPA-irfcorporated the terms of the
settlement agreement into' the SIP by
promulgating a new interim SO2
regulation as 40 CFR 52.676(b). That
regulation allows the us&pf dispersion
techniques and was-to serve as an
interim SO2 control requirement until.
such time that a primary Nonferrous
Smelter Order (NSO) could be issued to
the Bunker Hill Company.

On June 24,1980, EPA published in the
Federal Register (45 FR 42514) the
minimum requirements for an initial
[first) NSO issued pursuant to Section
119 of the Act. EPA is preparing to issue
a first NSO to the Bunker Hill Company
located~i Kellogg, Idaho in accordance
with the June 11, 1979 Settlement
Agreement. Before the Bunker Hill,
Company's first NSO can be issued,
however, the interim SO2 control
regulation as well as any reference to it
must be removed from the Idaho State
Implementation Plan. Once this is done,
the SIP will meet the requirement of
Section 110 of the Act which prohibits
'the inclusion of dispersion techniques in
the SIP.

EPA finds that good cause exists for
providing a 30-day comment period for
the following reasons: (1) pursuant to
the terms of the Settlement Agreement,
a short period of time is allowed for
exclusion of the interim regulation and.
issuance of the Bunker H-ill Company
NSO, (2) the public has had adequate
notice of the guidelines fok preparation
of State Implementation Plans and was

provided earlier an opportunity to
comment on the terms of the interim
regulation and the procedure of its
removal from the SIP in 44 FR 5227
(September 7, 1979) and (3) the impact of
this rulemaking is limited only to- the
State of Idaho. Therefore, EPA is
soliciting public comments for 30 days
on its proposal to remove § 52.676(b) of
Title 40 of the Code of Federal
Regulations from the Idaho SIP.

Under Executive Order 12044, EPA Is
required to judge whether a regulation Is
"significant" and therefore subject to the
procedural requirements of the Order or
whether it may follow other specialized
development procedures. EPA labels
these other regulations "specialized." I
have reviewed this regulation and
determined that it is a specialized
regulation not subject to the procedural
requirements of Executive Order 12044,
I Interested parties are invited to

comment on all aspects of this
amendment to the Idaho SIP, Comments
should be submitted, preferably in
triplicate, to the address listed In the
front of this Notice. Public comments
postmarked by December 1, 1980, will be
considered in any final action EPA takes
on this proposal.
(Secs. 110, 172, Clean Air Act (4Z U.S.C.
7410(a), 7502)) ,

Dated: October 21,1980.
Donald Dubois,
RegionalAdministrator.
[FR Doec. 80-4004 Filed 1040-80: 8:45 a)
BILLING CODE 6560-38-M

40 CFR Part 52

[EN-5-FRL 1651-3]

Indiana State Implementation Plan;
Extension of Comment Period

AGENCY: U.S. Environmental Protection
Agency.
ACTION: Proposed rulemaking, notice of
extension of comment period.

SUMMARY: The U.S. EPA is giving notice
that the comment period for the notice
of proposed rulemaking on the Indiana
State Implementation Plan (SIP) revision
to control particulate emissions from
iron and steel process sources in the
State of Indiana published July 3, 1980,
(45 FR 45314) has been extended from
October 17, 1980 to October 31, 1980.
DATE: Cdmments are now due on or
before October 31, 1980.
FOR FURTHER INFORMATION CONTACT:
Carol Wilnowski, Docket Clerk, Air
Enforcement Branch, Enforcement
Division, U.S. Environmental Protection
Agency, 230 South Dearborn Street,
Chicago, Illinois 60604, (312) 353-2002.
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SUPPLEMENTARY INFORMATION: This
notice extends the period for submitting
comments on the notice published July
31, 1980 (45 FR 45314) proposing
rulemaking on revisions to Indiana's SIP.
These revisions pertain to the control of
particulate emissions from iron and steel
process sources in the State of Indiana.

United States Steel Corporation. Jones
& Laughlin Steel Corporation and
Youngstown Sheet & Tube Company. by
their attorney, on October 17, 1980.
requested a 14 day extension of time for
filing their comments regarding U.S.
EPA's proposed action on the revisions.
In addition, Citizens for a Better
Environment, on October 8, 1980,
requested a 20-day extension of time for
filing their comments.

U.S. EPA has decided that the
extension of the public comment period
is appropriate and the comment period
is hereby extended to October 31, 1980.

Dated: October 22.1980.
John McGuire,
Regional Administrator.

FR Dec- 80-34110 Filed 10.30--f: &45 am]

BILLING CODE 540.-38-M

40 CFR.Part 57

[EN-10-FRL 1649-3]

Proposal To Issue a First Primary -
Nonferrous Smelter Order to the
Bunker Hill Co., Kellogg, Idaho
AGENCY: U.S. Environmental Protection
Agency.
ACTION: Proposed rule.

SUMMARY: EPA proposes to issue a first
primary Nonferrous Smelter Order
(NSO) to the Bunker Hill Company.
Kellogg. Idaho. A Settlement Agreement
reached between EPA and the Bunker
Hill Company on June 11. 1979. and
published at 44 FR 72118 (December 13,
1979) and amended at 45 FR 1419
(January 7, 1980) (pertained to
numbering of footnotes), requires that
EPA issue a first NSO under Section 119
of the Clean Air At (the Act) to Bunker
Hill. The Agreement calls for the NSO to
be issued promptly after promulgation of
the national rules governing the NSO
program. The Agreement acknowledges
that Bunker Hill was considered by the
EPA to meet the economic qualification
tests of the then proposed NSO
regulations. These rules were
promulgated in final form on June 24,
1980, (40 FR 42514).
DATE: Written comments must be
received on or before December 1. 1980
to be considered by EPA.
ADDRESSEES: Comments should be
submitted to Director, Enforcement
Division, EPA, Region 10, 1200 Sixth

Ave., Seattle, Washington 98101.
Supporting material, and public
comments received in response to this
notice may be inspected and copied (for
appropriate charges) at this address
during normal business hours.
FOR FURTHER INFORMATION CONTACT:.
Betty Swan, EPA, M/S 513,1200 Sixth
Avenue. Seattle, Washington 98101.
Telephone 206-442-1387.
SUPPLEMENTARY INFORMATION: Bunker
Hill operates a nonferrous lead/zinc
smelter at Kellogg, Idaho. On June 11,
1979. representatives of the Bunker Hill
Company and EPA executed a
Settlement Agreement which is the basis
for this first NSO. The Agreement
specifies the contents of the NSO, and
provides procedures for its issuance.
Because EPA had not yet promulgated
final national rules governing the NSO
program when it entered into the
Agreement, the Agreement called for
implementing the terms of the NSO in
the interim by revision of the Idaho
State Implementation Plan (SIP). The
Agreement also provides that the
Bunker Hill Company would not
challenge issuance of its first NSO if it
contains the same terms as specified in
the Agreement. These terms, which were
promulgated by EPA as a revision to
Idaho's SIP on December 13, 1979 (44 FR
72118) and which comprise the
provisions of the Bunker Hill Company's
first NSO are summarized below.

Emission limits: The proposed NSO
establishes SO, emission limits which
Bunker Hill must meet by June 11. 1980.
These limits include an overall plant
SO2 emission limit from the two tall
stacks of 625 tons. running 7-day
average. One exceedence of the 7-day
limit is allowed per calendar quarter.
The overall limit includes acid plant
bypass emissions and excess emissions
caused by start-up. shut-down.
maintenance and malfunction. Acid
plaht tailgas SQ- emissions are limited
to 2600 ppm averaged over a running 6-
hour period. All emissions are to be
measured by approved continuous
monitoring equipment which meet
specified criteria.

Excess emissions: Bypass of process
exhaust strong gas streams around an
acid plant is excused only under five
narrowly defined situations. The NSO
specifies the amount of time bypass can
occur following process or acid plant
breakdown. It also specifies the amount
of time (in terms of operating
parameters) that process exhaust gas
can bypass the acid plant during acid
plant restart. After June 11.1980 and
except as described below. Bunker Hill
is prohibited from continuing to operate
its processes while the applicable acid

plant is shutdown for the annual
maintenance period.

Annual acid plant maintenance offset:
Continued process operation while an
acid plant is shut down for annual
maintenance is allowed to occur for up
to 14 days per year provided an offset of
emissions is achieved. An interim
method is provided to establish the
offset until the new SOT control system
is on line. Effective June 11, 1982, for
every ton of SO, that is bypassed during
the annual maintenance period Bunker
Hill must. during the course of the year,
capture an additional ton of SO2. Such
additional SO 2 must be removed from
either the sinter machine weak stream
or the blast furnance SO= stream neither
of which are currently controlled.

Fugitive SO. emission program: The
Bunker Hill Company is required to
install a system to eliminate over 90
percent of the blast furnace upset
conditions. This system should result in
the capture of approximately 21 tons per
week of fugitive SO? emissions. Those
emissions will be released to the
atmosphere via the main stack. If the
blast furnace fugitive emission program
captures less than 21 tons per week, the
overall plant SO, emission limit will
then be reduced by that portion of the 21
tons per week which is not captured.

Research and development program:
The June 11, 1979, Settlement Agreement
required the Company to immediately
commence a continuous research and
development program. Bunker Hill was,
however, provided with the option of
either employing a full scale or a
reduced scale program. The Company
chose to implement the full scale
program. Successful implementation of
the full scale program will satisfy the -

acid plant maintenance offset provision
which will allow the Company to
operate the plant within certain limits
when an acid plant is down for
scheduled maintenance.

The Company has indicated-by letter
of June 11. 1980. that it chooses to
employ the full scale program. However,
the NSO contains requirements
applicable to both the full scale and
reduced scale programs, as provided in
the Settlement Agreement.

Supplementary control system: The
Company is required to employ a
supplementary control system (SCS) to
meet National Ambient Air Quality
Standards (NAAQS) using an SCS
implementation plan and operating
manual approved by EPA. SCS program
deficiencies defined by an ERA study
entitled "Review of the SCS Used by the
Bunker Hill Company-Kellogg, Idaho"
(EPA 330/2-79-0O1) must be corrected.

A study must also be performed by
Bunker Hill to demonstrate that ambient
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SO2 monitors are located in all areas of'
maximum expected ambient SO
concentrations. Alternative techniques
are allowed where air quality in a
monitored location is used in
conjuncti6n with modeling techniques to
predict SO2 concentrations elsewhere.
The modelfng techniques, however, must
be calibrated using temporary SO 2
monitors. A compliance schedule'
specifies when the study is to be
completed, when a revised SCS plan
and operational manual are to be
submitted and when the new SO2
monitors are to be placed into service.
Until such time'that the Administrator
approves the new SCS program, the- -

existing SCS and SO 2 monitors will be
used on an interim basis to assure
attainment of NAAQS.

Solicitatio nof comments: The Agency
at this time is time is soliciting,
comments on this proposal to issue a
first primary NSO to the Bunker Hill
Company, Kellogg, Idaho. It should be -

noted that the administrative record
supporting the interim regulation
contained in 40 CFR 52.676(b) -
constitutes a complete and accepted
application for an NSO.
(Secs. 110 and 119 of CAA as amended 42
U.S.C. 7410 and 7419)

Note.-The EPA has determined that this
notice does not contain a significant
regulation requiring a regulatory analysis-
under Executive Order 12044,

Dated: October 7, 1980.
Donald P. Dubois,
Regional Administrator.

Part 57 of Chapter I, title, 40 of the
Code of Federal Regulations is hereby
amended as fplows:

Subpart I-Idaho
Section 57.901, paragraphs (a) and (b)

are added as follows:

§57.901 Nonferrous Smelter Order for
Bunker Hill Company.

(a) Pursuant to the Bunker Hill
Company and EPA-Agreement of June
11, 1979, the following requirements
constitute the elements of the NSO.

(b) The NSO for the Bunker Hill
Company lead and zinc smelter located
in Shoshone County in the Idaho portior
of the Eastern Washington-Northern
Idaho Interstate Region.-(1) S02
.Emission Limitations. Effective on June
11, 1980, the owner(s) or operator(s) of'
the subject smelter shall comply with -.
the requirements of paragraph (b)(1) in
regard to the capture of SO2. The
requirements-governing SO 2 gas stream
bypass during the annual acid plant
maintenance period as provided byi
paragraphs (b)(5) and (b)(6) shall
become effective on June 11, 1979.

(i) The owner(s) or operator(s) of the
smelter subject to paragraph (b)(1) of
this section shall not cause or allow the
discharge of gases.in excess of:

(A) 2600 parts per million (by volume)
SO 2 averaged over'any hourly running 6-
hour averaging period, from any sulfuric
acid plant as determined by continuous
monitoring equipment specified in
paragraph (b)(1)(iv) of this section and
in accordance with the compliance.
procedures specified in paragraph
(b)(4][iii) of this section. In determining
violations of the 6-hour averaging
period, no two violations shall cdntain
any commonhourly data points: and ,

(B) 567,000 kg (625 tons) SO 2 over a
daily (midnight to midnight) running 7-
day period as determined by continuous
monitoring equipment 2 specified in
paragraph (b)(1)(iv) of this section and
in accordance With the compliance
procedures specified in paragraph
"(b](4)(iii) of this section. Such limitation
is plant wide and shall apply to the sum
total of SO. emissions from the lead
smelter main stack and the zinc plant
main stack, and shall include all excess
emissions as defined in paragraph
(b)(2)(i) of this section. Except as
provided in paragraph (b)(6)(ii) of this
section the emission limitation shall not

'be exceeded more than once per three .
(3) month calendar quarter, e.g., January,
February and March. Such single
excused emission shall be the first
exceedence of the 7-day limit in the
three (3) month quarterly period. In
'determining violations of the 7-day-limit,
h two (2) violations shall contain any
common daily (midnight-to-midnight]
data.points. As provided in Appendix A
to this regulation and upon notification
by the Enforcement Division Director of
the EPA-Region X the plant wide
emission limit shall be decreased to not
less than 548,000 kg (604 tons) SO2.

(ii) Bypass Prohibition. Except as
provided in paragraph (b](2)(ii) of this
section all S02 gas streams discharged
from any zinc plant roaster and from the
strong gas exit point on the input end of
the lead smelter sinter machine shall at
all times be processed in an SO
removal facility. The owner(s) or
operator(s)'shall not cause or allow
these SO2 gas streams to be discharged
to the atmosphere.(iii) Circumvention. Other than for

temporary process control or to
temporarily prevent significant
equipment damage, dilution air or other
extraneous gases shall not be allowed to
enter or combine with any process ggs
rpormally -treated by an SOs removal

2 The ownerfs) or operator(s) shall have the right
in any enforcement proceeding to raise the issue of
the accuracy of continuous monitoringinstruments.

facility or with any acid plant tailgas
prior tor SO2 concentraiton or flow
measurement where the purpose of such
combination would be to:

(A) In other than the lead smelter or
zinc plant main stacks decrease the'
concentraiton of SO2 in such streams;

(B) Otherwise adversely effect the
operation of any SO2 removal system,
S0 concentration measurement device
or gas flow measurement device; and

(C) Decrease the concentration of SO
in gases exhausted from the sinter
machine and zinc roasters which will
have the effect of circumventing the
requirements of paragraph (b)(2)(ii) of
this section. The owner(s) or operator(s)
must promptly inform the Administrator
of any substantial chadges in process
gas flow which may affect the -

performance of any SO2 removal facility
or measurement deviceregardless of
the purpose for any such change.

(iv) Continuous Monitoring. The
owner(s) or operator(s) shall Install and
calibrate, and shall thereafter maintain,
operate and periodically test
measurement systems for continuously
monitoring and recording SO2 emission
concentrations, gas volumetric flow.
rates and gas flow indication in "
accordance with paragraph (b)(4)(il) of
this section for the monitoring
equipment listed and at the following
locations:

(A) Continuously operated SO2
emission concentration and gas
volumetric flow rate monitors and,
recorders located immediately
downstream of each acid plant such that
the measurement system measures only
the tailgas from one acid plant;

(B) Continuously operated SO2
concentration and gas volumetric flow
rate monitors and recorders located In
the zinc plant main stack;

(C) Continuously operated SO2
concentration and gas volumetric flow
rite monitors and recorders located In
the lead smelter main stack and the lead
smelter acid plant (upstream of the acid
plant converter);

(D) Continuously operated gas flow
indicating devices which will indicate
and record the presence of gas flow in
any duct or outlet from the sinter
machine where SO gas streams
normally treated in an SO2 removal
facility may be bypassed around such
facility and be routed to the atmosphere;

(E) Continuously operated gas flow
indicating devices which will Indicate
and record the presence of gas flow in
each of the individual five ducts
receiving the bypass exhaust gas from
zinc roasters #1 through #5. Each
device must be located to monitor the
bypass from only one roaster ,
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(F) Continouosly operated gas flow
indicating devices which will indicate
and record the presence of gas flow in
any duct or outlet where a single zinc
roaster or combination of zinc roasters
exhaust gas streams may be bypassed
around an acid plant and routed to the
atmosphere; and

(G) Based on a finding that the
monitoring equipment specified herein is
reasonably deemed to be inadequate to
provide for effective regualtory
compliance the Administrator may
require the owner(s) or operator(s) to
install and continuously operate gas
volumetric flow rate monitor(s) and
recorder(s) in any duct or outlet where
exhaust gas may be bypassed around
the acid plant(s) and routed to the
atmosphere. In the event that such a
finding is made by the Administrator,
the owner(s) or operator(s) agree to
install and operate such continuous
monitors on or before sixty (60) days
after the owner(s) or operator(s) receive
such written notification by the
Enforcement Division Director of Region
X-EPA.

(v) Continuous Process Monitoring.
The owner(s) or operator(s) shall install
and calibrate, and shall thereafter
maintain, operate and periodically test
measurement systems for continuously
monitoring and recording process
parameters for the monitoring
equipment-listed and at the following
locations:

(A) Continuous temperature monitors
located to measure and record the inlet
gas temperature at the first and third
catalyst beds of each sulfuric acid plant

(13) Continuously operated monitors
which will detect and record the
commencement and cessation of
concentrate feed entering each zinc
roaster. The recorder data from such
monitors shall be printed on the same
chart as used to record bypass gas flow
in paragraph (b](1}{iv) (E) and (F) of this
section from each individual zinc
roaster, and

(C) Continuously operated monitor
which will detect and record the
commencement and cessation of
concentrate feed entering the sinter
machine. The recorded data from such
monitor shall be printed on the same
chart as used to record bypass gas flow
in paragraph (b(1[)(iv)(D) of this section
form the sinter machine; and

(vi] Fugitive SO2 Emissions. The
owner(s) or operator(s) shall utilize best
engineering techniques to capture and
vent such fugitive SO, gases through
stacks serving the facility. Such
techniques shall include but not be
limited to:

(A) Maintaining and operating all
ducts, flues and stacks in a leak-free
condition;

(B) Maintaining and operating all
process equipment and gas collection
systems in such a fasion that
outleakages of SO gases will be
prevented to the maximum extent
possible;

(C) Instituting a program to reduce the
fugitive emissions from the zinc roasters
by reducing the frequency of positive
pressure surges in the zinc roasters. This
will be accompanied by component
replacement, new fans, better operating
practices, or other improvements to the
integrity of the gas collection system as
necessary to attain the Occupational
Safety and Health Administration
(OSHA) lead standard. This project will
be completed on the dates required by
the OSHA regulation to meet the lead
workplace concentration standard. The
estimated reduction in SO, fugitive
emissions is approximately 8 tons per
week and after treatment in an acid
plant is expected to increase the total
S02 emissions in the zinc smelter main
stack by no more than 1 ton per week;

(D) Instituting a program to improve
the draft maintained in the sinter
machine hooding. This program will
include increased maintenance on the
strong and weak gas ducts, complete
replacement of any mild steel hood
material with stainless steel, excluding
the last two hood sections which are not
subject to high corrosion, and
improvements in other system
components to achieve 90 percent
collection of the existing fugitive
emissions estimated to be 4 tons of SO
per week. Part of these emissions will be
treated in an acid plant so the increase
in emissions through the lead smelter
tall stack is estimated to be 3 tons of
SO2 per week. Such a program is
expected to increase the total SOz
emissions from the lead smelter main
stack by no more than 3 tons per week;
and

(E) Installing and operating a manual
and if necessary automatically
controlled tuyere air flow control system
on both blast furnaces on or before June
11, 1980. The system is to be designed to
eliminate over 90 percent of the current
furnace upset conditions that result in
fugitive SO emissions. Such a program
is expected to increase the total SO,
emissions from the lead smelter main
stack by no more than 21 tons per week.
The program will be designed to reduce
the frequency of blast furnace upset
conditions to an aggregate total of less
than 3.4 hours per week.

(F) Compliance with the fugitive SOz
emission control program will be judged
by Appendix A to this regulation.

(2) E cess Emissions. Effective on
June 11. 1980. the owner(s) or operator(s)
of the subject smelter shall comply with
the requirements of paragraph (b)(2) of
this section in regard to acid plant
bypass. excess emissions and equipment
malfunction. The requirements
governing excess emissions during the
annual acid plant maintenance period as
set forth in paragraphs (b)(5) and (b)(6)
of this section shall become effective on
June 11, 1979.

(i) Definition of Ecess Emissions.
Any SO emissions exceeding the
limitations specified in paragraph
(b)(1)i) of this section above shall
constitute an excess emission. SO2 gas
streams discharged to the atmosphere
from any zinc plant roaster and from the
strong gas exit point on the input end of
the lead smelter sinter machine without
being processed in an SO removal
facility shall also constitute an excess
emission.

(ii) Presumptively Excused Excess
Emissions. Where the owner(s) or
operator(s) fully comply with the
reporting requirements of paragraph
(b)(2)(iv) of this section and further
demonstrate that the conditions
specified in paragraphs (b)(2](ii) (A)
through (E) of this section have been
met, the bypass of SO2 gas streams
around an SOz removal facility shall be
excused. Any excess emissions, whether
or not claimed by the owner(s) or
operator(s) to be excused excess
emissions, may be deemed by the
Administrator to violate this regulation
where the owner(s) or operator(s) fail to
comply with any requirement of
paragraph (b)(2][ii) of this section or
upon a finding by the Administrator that
the excess emissions claimed to be
excusable by the owner(s) or operator(s)
were caused by one or more of the
conditions set forth in paragraph
(b){2)(v) (A) through (C) of this section.
Excess emissions resulting from the
following conditions are presumptively
excused:

(A) Process Shutdown Following Acid
Plant Breakdown. In the event of a
breakdown or malfunction of an acid
plant, the owner(s) or operator(s) may
bypass the gas stream normally
controlled by such acid plant, only for
the time period necessary to shut down
the process equipment (zinc roaster(s) or
sintering machine) whose SO. streams
would normally be controlled by such
acid plant. Shutdown of the process
equipment shall be initiated
immediately and the time period to
accomplish the shutdown and during
which bypass is excused shall not
exceed the following:

(1) 15 minutes for the sinter machine
except where complete emptying ol the
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sinter belt is required the time period
shall not exceed 60 minutes; and

(2) 30 minutes for shutdown of any
single zinc roaster or combination of
zinc roasters;I [B) Process Shutdown Following Zinc
Roaster Breakdown. In the event of a
breakdown or malfunction of a zinc
roaster, the owner(s) or operator(s) may
bypass the gas exhaust from that
individual roaster around an acid plant
and to the atmosphere commencing 5 "
minutes after concentrate feed ceases to
enter such roaster;

(C) Process Startup Following Zinc
Roaster Shutdown. During the period
when a zinc roaster is restarted
following its shutdown the owner(s) or
operator(s) may bypass the gas.
exhausted from thatiridividual roaster
around the acid plant and to the
atmosphere only as follows:-

(1) If either of the zinc-plant acid
plants is being restarted the ovwner(s) or
operator(s) may bypass, around an acid
plant and to the'atmosphere, the roaster-
exhaust gas only for the time period
necessary for a well'designed, operated
and maintained acid plant3 to establish
-autothermal 4 operation; and

(2) If no acid plant is being restarted
and if one or more zinc-roasters is
operating the owner(s) or operator(s)
may bypass, around an acid plant and to
the atmosphere, the exhaust.gas from,-
the individual roaster which is starting-
up bit only for the time periodwhich
ends 15 minutes after concentrate feed
commences to enter such roaster;,

(D) Process Start-up Following Sinter
'Machine Shutdown. In the event that the
sinter machine has been shutdown, and
upon its restart, the owner(s) or
operator(s) may bypass the exhaust gas,'
around the hcid plant and to the -
atmosphefe, onlyas follows:

(1) If the sintering machine has been-
shutdown for greater than 3 hours
bypass may occur but may not exceed
the time period necessarr for a well-
designed, operated and maintained acid
plan to re-establish autothermal
operation; and

3As used In this regulation, in a well designed,"
operated and maintained acid plant the first .
catalyst bed musi be at or be heated to a minimum
temperature of 750F before the zinc roaster (or
sinter machine] the acid plant serves re-itarts. ,,

'As used in this regulation the term "autothemrnal
operation" Is defined as the point in time when the
temperature of gases entering the first catalyst bed
In the acid plant.converted is at 825F or when the
temperature of gases entering the third catalyst bed
Is at 750°F whichever comes first. The owner(s) or
operator(s) shall insure that at any time an acid-
plant is started up sufficient gas wiltbe routed to
the acid plant as sodn as possible to achieve
autothermal operation. Further. the fan supplying
gas to-the lead smelter acid plant (Fan No. 6) shall
upon start-,up of the sinter machine immediately be
brought up to-full R.P.M. and operating Logs
maintained to document full RPM flow-rate.

(2) If the sintering machine has been
shutdown due to an, acid plant
component failure and the repair of the
acid plant componerf takes longer than
3 hours bypass during restart of the
sinter machine may occur. Such bypass
may not exceed the time period
necessary for a well designed, operated
and maintained acid plant to reestablish
autothermal operation;

(E) Continued Process Operation -
During AnnualAcid Plant Maintenance.
The owner(s) or operator(s) may bypass
the process emissions around the acid
plant and to the atmosphere during the
annual acid plant maintenance period
only to the extent allowed by "
paragrapfis (b)(5) and (b)(6) of this
section;

(iii) Other Excess Emissions. The
owner(s) or operator(s) may in the
required excess emission report of
paragraph (b)(2)(iv) of this'section claim
that excess emissions should be deemed
by theAdministrator to be excusable.
Any excess emission claimed to be
excusable under this paragraph
(b)(2)(iii) of this section shallbe a
violation of this regulation unless and
until the owner(s) or operatorls)
demonstrdte to the satisfaction of the
Administrator that such excess emission
should be excused. For the purpose of
illustration, cited beloware categories
of other excess emissions which may be
excused: -

(A) Bypass'of gas around S0 2 removal
facilities where necessary to prevent
loss of life, personal injury or severe
property damage. (Severe property
damage-does not include economic
losses-caused 16y production losses such
as th6 e-caused by shut dowi of the
blast furnace or electrolytic zinc
processes due to lack of feed material.);
and " t 1 -

(B) Sudden and unavoidable excess '
cid plant tailgas SO. emissions which

are beyond the control of the owner(s)
or operator(s). However, excess
emissions shall not be deemed beyond
the control of the owner(s) or operator(s)
if caused by one or more of the
following:

(1) Improperly designed acid plant
components; "

(2) Improperly operated process(es) or
acid plant equipment;

(3) Inadequate maintenance'of acid
plant and/or gas cleaning-systems; and

(4) In general, any fluctuations in
volinne or SO2 concentrations of the
acid plant feed gas.

(iv) Excess Emission Report. For any
excess emissions, including those
covered in paragraphs (b)(2)(ii)'and
(b)(2)(iii) of this section the owner(s) or
operator(g) shall submit an initial report
to the Enforcement Division Director of -

the EPA-Region X, The report shall be
submitted monthly,within fifteen (15)
days from the last day of the prior
month. The owner(s) or operator(s) shall
also record and maintain other
supplgmental information as set forth in
paragraph (b)(2)(iv)(B) of this section.

[A] The initial report shall contain the
following information:

(1) Identity of the gas stream, stack or
other point where the excess emissions
accurred;

(2) General magnitude of the excess
emissions;

(j) Time and duratioh of the excess
emissions;

(4) Nature and cause of such excess
emissions; and

(5) Identity of the equipment causing
the excess emissions;

(B) The supplemental information
shall include the following and if
requested be provided to be
Enforcement Division Director of EPA-
Region X within thirty (30) days of
request:

(1) Specific sleps taken by the
operator(s) to limit the excess emissions
and when those steps were commenced:

(2) If the excess emissions were the
result of equipment malfunction, the
steps taken to remedy the malfunction
and to prevent the recurrence of such
malfunction:

(3) Specific magnitude of the excess
emissions including monitoring data and
calculations which describe or may' be
used in determining the magnitude of
the excess emissions;

,(4) Maintenance schedules applicable
to the equipment causing tbe excess
emissions;

(5) Copies of properly signed
contemporaneous operating log sheets;
and

(6) Other related documentation as
may be reasonably requested by the
Director to assist him in the evaluation
of the excess emissions including any
information necessary to make the
determinations set forth in paragraph
(b)(2)(v) of this section.

- (C) Failure of the ownbr(s) or
operator(s) to provide the EPA with a
full and complete excess emissions
report within a timely fashion, shall
constitute a violation of this regulation,

(v) Evaluation of Excess rEmission
Report. In evaluating the excess
emissions, the Enforcement Division
Director shall take into consideration,
the following:

-(A) Whether the air pollution control
systems and process equipment were at
all times maintained and operated, to
the maximum extent practicable, in a
mann6r consistent with best practice for
minimizing emissions;

I 
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(B1 Whether the amount and duration
of the excess emissions were minimized
to the maximum extent practicable
during periods of such emissions, and
process equipment was shut down
within the shortest reasonable time after
the SO2 removal facility shut down
occurs; and

(C) Whether the excess emissions
were part of a recurring pattern
indicative of serious deficiencies in. the
design, operation or maintenance of, the
process(es), the gas cleaning equipment
or the SO removal facility, including
whether prescribed maintenance
schedules were followed.

(vi) Nothing in this subsection shall be
construed to limit the authority of the
Administrator to take any action under
Section 303 of the Clean Air Act.

(3] Supplementary Control System.
Effective on June 11, 1979, the owner(s)
or operator(s) of the subject smelter, in
addition to meeting the SO capture
requirements of paragraph (b)(1) of this
section shall employ a supplementary
control system (SCS} to the extent
necessary to meet National Ambient Air
Quality Standards (NAAQS) for SO2
and such other additional control
measures as may be necessary, to
assure the attainment and maintenance
of NAAQS for SO2. The requirements
applicable to the SCS program and
meeting ambient air quality standards
are as follows:

(i) SCS Analysis. On January 18,1979,
the Administrator provided the owner(s)
or operator(s) with a copy of an EPA
technical analysis of the existing SCS
program detailing deficiencies in such
program;

(ii) Final SCS Program. Except during
the interim period as provided in
paragraph (b(3)(vii) of this section, the
final SCS program shall be conducted in
accordance with the provisions of an
SCS implementation plan and an SCS
operational manual, both of which must
be approved by the Administrator. The
SCS implementation plan shall describe
the administrative requirements,
personnel staffing, componentp and
equipment of the SCS system. The SCS
manual shall describe the circumstances
under which, the extent to which, and
the procedures through which emissions
shall be curtailed to prevent violations
of the NAAQS for SO 2. Process SO,
emission shall be curtailed in
accordance with the SCS operating
manual whenever the potential for
violating any NAAQS for SO 2 is
indicated at any point in a designated
liability area (as defined in paragraph
(b)(3(v) of this section) by air quality
measurements and air quality.
predictions;

(iii) The SCS Implementation Plan. An
approvable SCS implementation plan
shall contain (but not be limited to] the
following:

(A) A detailed description of the
emission monitoring system and the
continuous SO: monitoring network that
will be used in the SCS to detect
maximum ground-level S02
concentrations in the designated
liability area (DLA}. Such description
must specify the number, type and exact
location of each SO, monitor and
instack monitor to be used. As
approvable monitoring system/network
must include the followipg:

(1) Except as provided in paragraph
(b)(3)(viii)(C) of this section, the
continuous SO monitoring equipment
shall be located at all ambient air 5

points of expected maximum
groundlevel SO- concentrations in the
DLA provided that if deemed necessary
to guarantee attainment and
maintenance of standards, monitors
may be located in other locations with
the approval of the Administrator. The
determination of the locations where
maximum concentrations may occur
shall take into account all reasonably
probable meteorological and process
operating conditions, as well as the
presence of other sources of SO:
significantly affecting SO:
concentrations in the DLA;

(2) The number and location of sites
shall be based on dispersion modeling,
measured ambient air quality data,
meteorological data and other
meteorological information:

(3] The system shall include the use of
fixed SO2 ambient monitors and one
mobile monitor to be sited as, from time
to time. the EPA-Region X may
reasonably direct unless the
Administrator determines, on the basis
of a demonstration by the owner(s) or
operator(s), that the use of fewer -
monitors would not limit coverage of
points of maximum concentration or
otherwise reduce the capability of the
owner(s) or operator(s) to prevent any
violations of the NAAQS in the DLA;
and

(4) All monitors shall be continuously
operated and maintained and shall meet
the performance specifications
contained in 40 CFR Part 53. The
monitors shall be capable of routine real
time measurement of maximum
expected SO, concentrations for the
averaging times of SO, NAAQS.

(B) A detailed description of the
meteorological sensing network. Such

6As used in this regulation the term "ambient air'
shall be defined in the same manner as that term is
defined in the Clean Air Act and regulations
promulgated thereunder.

description must specify the number,
type and exact location of each
meteorological instrument to be used.
An approvable network must have an
assessment capability adequate to
identif, conditions requiring emission
curtailment to prevent possible
violations of the NAAQS. The
meteorological assessment capability
shall provide all forecast and current
information necessary for successful use
of the system's operational manual;

(C) A program whereby the owner(s)
or operator(s) systematically evaluates
and improves the ability of the SCS to
protect against violations of the
NAAQS. Such program mut be based
upon the information contained in the
EPA Guideline Document-OAQPS 1.2-
036; and

(D) A clear delineation of authority
delegated to an appropriate named
company official to require all other
smelter personnel to comply with the
SCS operator's curtailment decisions.
The identity of responsible and
knowledgeable on-site company
personnel who are the qualified SCS
operators and are authorized to initiate
and supervise the actions that will be
taken to curtail emissions shall be listed;
such personnel must, upon request, be
able and be authorized by the Company
to inform the Administrator as to the
status of the SCS, meteorological and air
quality conditions at any time and
whether and to what extent the
recommendations or determinations of
the SCS operator(s) were followed or
overridden by any Company offical in
making any curtailment or operating
decision:

(iv) The SCS Operating Manual. An
approvable operational manual shall
require operation of the SCS to include
(but not be limited to) the following:

(A) Prescribed emission curtailment
decisions based on the use of real time
information from the air quality
monitoring network, dispersion model
estimates of the effect of SO emissions
on air quality, and meteorological
observations and predictions; £

(B) The maintenance and calibration
procedures and schedules for all SCS
equipment;

(C) The procedures to be followed for
the regular acquisition of all
meteorological information necessary to
operate the system;

(D) The ambient concentrations and
meteorological conditions that shall be
used as criteria for initiating various

'The Intent behind this subparagraph is set forth
In subpart D of the recently proposed NSO
regulations (44 FR I2SM: 6290-6291 (January 31.1979]
and 44 FR 11096; 11007 (February 27.1979].

IIII
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degrees of non-discretionary emission
curtailment; I -

(E) The meteorologica yariables
including the thresholds, ranges and
combinations of values as to which
judgments may be made to anticipate
the onset of, and apply, the criteria
stated in paragraph (b)(3)(iv)(D) of this
section. Specifically, the maximum
emission rates which may prevail under
each of these meteorological and air
quality situations must be specified.
Such emission rates shall be determined
by in-stack monitors and shall be the
basis for determining whether
provisions of the operational manual are
adhered it;

(F) The procedures through which and
the maximum time period within which
a curtailment decision will be made and
implemented by the SCS operator;

(G) The method for immediately
evaluating the adequacy of a particular
curtailment decision, including the
factors to be consideredin that
evaluation;

(H) The procedures through which and
the time within which additional
necessary curtailment will immediately
be effected; and'

(I) T'he procedures to be followed to
protect the NAAQS f6r SO2 in the event
of a mechanical failure in any element
of the SCS.

(v) Designat~d Liability Area. The
DLA shall be the area within two
circles, each with a radius of 10 statute
miles (16 kilometers) with the center
point of such circles coinciding,
respectively, with the main stack
serving the lead smelter and the main
stack serving the zinc plant. If new
information becomes available which
demonstrates that the DLA should be
redefined, the administrator shall
consider such information and if
appropriate, redefine the DLA.

(vi) Consent to Liability. On or before
July 11, 1979, the owner(s) or operator(s)
shall submit to the Administrator an
affidavit signed by a responsible
company official, empowered to do so,
stating that in any judicial or
administrative proceeding lo enforce
this regulation the owner(s) will hccept
responsibility for violations of the
NAAQS for SO2 in areas of ambient air
in the DLA as defin6d by paragraph
(b)(3)(v) of thib section.

(vii)'Interim Conduct of SCS Program.
Until the Administrator approves under
paragraph (b)(3)(x) of this section a
revised SCS implementation plan and a
revised-SCS operational manual
required under pdragraph (b)(3)(ix)(C) of
this section, the owner(s) or operator(s)
shall conduct the SCS program in
accordance with the existing SCS
operational manual and the. existing SCS.

implementation plan which has been
approved by the Director of the State of
Idaho Department of Health and

'Welfare (IDHW): Provided, That upon
eiecution of the-consent to liability as
required by paragraph (b)(3)(vi) of this
section, the existing manual and plan
shall be deemed modified by such
Sconsent.

(viii) Study Regarding NAAQS.
Within the times specified by paragraph
(b)(3)(ix) of this section, the owner(s) or
operator(s) shall submit a study to
EPA-Region X which accomplishes the
following:

(A) Demonstiates that the NAAQS for
SO2 kre being mdt in all areas of
ambient airwithin the DLA suriounding
the smelting complex;

(B) Corrects the deficiencies in the
existing SCS operational manual and
SCS implementation plan described in
the EPA technical study of the present
SCS program as described in paragraph
(b)(3)(i) of this section or documents that
the EPA study erroneously described
such deficiencies;

(C) Demonstrates that ambient SO2
monitors are located (or will be located).
in all areas of maximum expected
ambient SO2 concentrations that take
into account all probable meteorological
and operating'conditions. For specific
locations of maximum expected ambient
SO2 concentrations, if the owner(s) or
operator(s) can demonstate in the study.
that maximum ground-level SO2
concentrations can be predicted.through
use of alternate techniques then SO
ambient monitors may not have to be
:laced at each such respective location:
Provided, That such respective localities
are iiaccesible. "Alternative
techniques" as used here shall be
deemed to be a demonstration through
SO2 monitoring and calibrated modelling
tachniques that the compliance status of
each unmonitored location of maximum
expected SO2 concentration will be
accurately determined from data'
collected at an alternative monitoring
site; and-

(D) Failure to timely submit an
approvable study shall constitute a
violation of this. regulation.

(ix) Required Submissions. The
following items must be submitted to the
Administrator within the time
-limitations shown:

(A) Within two (2) months following
the date of promulgation of the final
NSO regulations under Section 119 of
the Act, the owner(s) or operator(s) shall
submit a study plan for the study-

required by- paragraph (b)(3)(viii) of this
section; within one (1) month following
receipt of'such plan the Administrator
:will provide comments. to the owner(s)
or operator(s) on such study plan; -

(B) Within five (5) months following
,the date of promulgation of the final
NSO regulations under Section 119 of
the Act, the owner(s) or operator(s) shall
submit a final study plan for the study
required by paragraph (b)(3)(vill) of this,
section which incorporates the EPA
comments described in paragraph
(b)(3)[ix)(A) of this section
(C) Within one (1) year following the

date of promulgation of the final NSO
regulations under Section 119 of the Act
or the final tall stack regulations under
Section 123 7 of the Act (whichever is
-later), the owner(s) or operator(s) shall
submit to the Administrator the NAAQS
attainment and SO2 ambient monitor
placement study required by
subparagraph (b)(3)(viii);

(D) Within eighteen (18) months
followirig the date of promulgation of tho
f'mpl NSO regulations under Section 119
of the Act or the final tall stack
regulations under Section 128 of the Act
(whichever is later), the owner(s) or
operator(s) shall submit to the
Administrator an approvable SCS'
implementation plan and an approvable
SCS operational manual which
accomplishes the following:

(1) takes into account the placement
of SO ambient monitors in the areas of
maximum expected ambient SO,
concentrations, as specified by
paragraph (b)(3)(viii)(B) of this section
and

(2) Incorporates the requirements of
paragraphs (b)(3)(iii) and (b)(3)(iv) of

'this section and which remedies the
problems identified in the EPA technical
study of the present SCS programas
described in paragraph (b)(3)(1); and

(E) Within twenty-four (24) months
following the date of promulgation of the
final NSO regulations under Section 110
of the Act or the final fall stack
regulations under Section 123 of the Act
(whichever is later), the owner(s) or

* operator(s) shall submit to the
Administrator a certification that
placement of SO ambient monitors is In

. accordance with paragraph
(b)(3)(viii)(C) of this section.

(x) Final Conduct of SCS Program.
Upon the Administrator's review and
approval of the information submitted
under paragraph (b)(3)(ix)(D) of this
section, the owner(s) or operator(s) will
be~required to conduct the SC, program
in accordance with a revised SCS
operational manual and the revised SCS
implementation plan approved herein:
Failure of the owner(s) or operator(s) to
timely submit an approvable study plan,
"study, SCS implementation plan or SCS

'These Section 123 tall stack regulations were
proposed in the Federal Register on January 12.1970
(44 FR 26M.
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operational manual will constitute a
violation of this regulation.

(xi) SCS Violations. During the interim
conduct of the SCS program as
discussed in paragraph (b)(3)[vii), failure
to curtail SO, emissions when and as
much as indicated by the applicable
SCS operational manual or to follow the
provisions of the applicable SCS manual
and SCS implementation plan shall
constitute a violation of this regulation if
the NAAQS for SO. are exceeded as a
result of such failure. Upon
commencement of the final SCS program
as discussed in paragraph (b)(3)(x) of
this section, failure to curtail SO2
emissions when and as much as
indicated by the revised SCS
operational manual or to follow the
provisions of the revised manual and
SCS implementation plan shall
constitute a violation of this regulation.
Any violation of the NAAQS for SO, in
the DLA shall be a violation of this
regulation unless EPA determines on the
basis of a showing by the owner(s) or
operator(s) that:

(A) The smelter owner(s) or
operator(s) had taken all emission
curtailment action indicated by the SCS
operational manual; and

(B) The violation was caused in
significant part by emissions of another
source(s) which were in excess of the
maximum permissible emissions
applicable t9 such source(s).

(xii) Continuing Review of the SCS
Program. The owner(s) or operator(s)
shall continuously review the design
and operation of the SCS program to
determine what measures may be
available for improving the performance
of the system. An annual report shall be
submitted to the Administrator by
March 1 of each calendar year detailing
the results of this review and specifying
measures implemented to prevent the
recurrence of any ambient SO
violations.

(4) Monitoring, Compliance Reporting
and Compliance Determination.
Effective on June 11, 1979, the owner(s)

-or operator(s) of the subject smelter
shall comply with the requirements of
paragraph (b)(4) of this section in regard
to monitoring, compliance reporting and
compliance determination except where
such requirement is to be met in
accordance with a separate compliance
schedule provided for by this regulation:

(i) SCS Program. For the SCS program,
the owner(s) or operator(s) shall:

(A) Maintain, in a useable manner,
records of all air quality measurements
made, meteorological information
acquired, and emission curtailments
ordered (including the identity of the
persons making such decisions) during
the operation of the SCS. Such records

shall be retained for at least two years;
and

(B) Submit to the Administrator, on a
monthly basis, within fifteen (15) days
after the end of each month, all
measurements made of air quality and
all other information regarding the SCS
program that the Administrator may
request. Such submission shall include a
monthly summary indicating all dates
and times when a NAAQS for SO: was
exceeded or equaled in the DLA.

(ii) Compliance Monitoring. For
compliance monitoring, the owner(s) or
operator(s) shall:

(A) SO, Concentration Monitors.
Install, operate and maintain SO
concentration measurement system(s) in
accordance with the performance
specifications and other requirements
contained in Appendix D to 40 CFR Part
52, and the conditions outlined as
follows:

(1) All SO1 monitors shall be operated
continuously and each monitor shall
take and record at least one
measurement 3 of SO concentration in
each 15 minute period;

(2) The sampling point shall be
located at least 8 stack diameters
(diameter measured at sampling point)
downstream and 2 diameters upstream
from any flow disturbance such as a
bend, expansion, constriction, or flame,
unless another location is approved by
the Administrator,

(3) The sampling point for monitoring
emissions shall be in the duct at the
centroid of the cross section if the cross
sectional area is less than 4.645m2 (50
ft or at a point no closer to the wall
than 0.914m (3 ft) if the cross sectional
area is 4.645m (50 ft) or more. The
monitor sample point shall be in an area
of small spatial concentration gradient
and shall be representative of the
concentration in the duct; and

(4) The SO concentration
measurement system(s) shall be subject
to the manufacturer's recommended
zero adjustment and calibration
procedure at least once per 24-hour"
operating period unless the
manufacturer specifies or recommends
calibration at shorter intervals, in which
case such specifications or
recommendations shall be followed.
Records of these procedures shall be
made which clearly show instrument
readings before and after zero
adjustment and calibration.

'In the event SO, measurements cannot be
recorded because monitoring equipment was out-of.
service for periodic zero adjustment and cahbration
or maintenance an arithmetic mean shall be used to
determine SOx concentration for a Siven time
interval. 75% of the required data will be considered
sufficient to calculate a valid anthmelic average.

(B) Gas Volumetric Flow Rate
Monitors. Install, operate and maintain
gas volumetric flow rate system(s) in
accordance with the performance
specifications and other requirements
contained in Appendix E to 40 CFR Part
52 and the conditions outlined as
follows:

(1) The monitors are to be operated on
a continuous basis and must be located
at least 8 stack diameters (diameter
measured at sampling point)
downstream and 2 diameters upstream
from any flow disturbance such as a
bend. expansion, constriction, or flange,
unless another location is approved by
the Administrator.

(2) The sampling point with the duct
shall be representative of the average
flow in the duct or at the point specified
by the instrument manufacturer.

(3) The instrument used to monitor
SO gas streams which bypass the lead
smelter acid plant shall be adequate to

-disclose the time of the bypass and its
duration.

(4) The measurement system(s) shall
be subjected to the manufacturer's
calibration procedures at intervals
recommended by the manufacturer.
Records of-these procedures shall be
made which clearly show instrument
readings before and after any
adjustments. If manufacturers
calibration procedures do not exist
procedures will be specified by the EPA.

(C) Gas Flow Indicating Devices.
Install, operate, and maintain a system
to detect the occurrence of situations
when any gas is bypassed around an
acid plant as specified in paragraph
(b)(1)(iv) of this section in accordance
with the following conditions:

(1) The system design for detecting
gas flow shall be approved by the
Enforcement Division Director of the
EPA Region X:

(2) The device shall be located in each
flue or duct where gas may bypass an
acid plant;

(3) The system shall be capable of
detecting gas flows as low as 5 percent
of the maximum expected flow through
each duct; and

(4) The system shall be continuously
operated and capable of disclosing and
recording the time of the bypass and its
duration.

(D) Field Test. All continuously
operated instrumentation required
herein shall be field tested after
installation. If field test requirements
are not specified by the manufacturer
EPA will provide test requirements. The
Administrator shall be notified at least
twenty (20) days prior to that start of the
field test period, to afford the
Administrator the opportunity to have
an observer present.
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(E) Certification of Monitors-. With the
exception of the 168 hour break-in
period for the S02 concentration
measurement system(s), all SOz
concentration and gas volumetric flow
rate and gas flow indicating system(s)
shall be recertified by the owner(s) or
operator(s) at reasonable intervals as
requested by the Administrator but in
no case less frequently than once per
.year. The Administrator shall-be
notified in writing at least twenty (20) ..
days prior to any tests associated with
this requirement so that lie may have an
observerl present. A report of the results
of each test shall be forwarded to the
Administrator within sixty'(60) days of .
the completion of each test;

(F) Continuous Data Recorder. The
equipment utilized to record the data
and parameters measured by continuous
monitoring instrumentation shall meet
the following requirements or alternate
equivalent requirements as the
Administrator may require: ,

(1) Where various parameters are
recorded on one strip chart the data
must, to the Administrator's satisfaction,
be continuously traced and each trace
be individually and continuously
identifiable when the chart is
reproduced.In the event a color coded
system of data recording is utilized
copies of strip chart recordings
submitted to the EPA must also be'color
coded or include a mathematically
reduced tabulation of the data on at
least 15 minute intervals;

(2) The-scale for all SO2 concentration
readings must be set so that the,.
maximum expected readings will be at
least 40 percent of full scale;-

,(3) The scale for all gas volumetric
flow readings must be set so that the
maximum expected readifigs will be at
least 80 percent of full scale; and - ,

(4) Other requirements regarding data
reduction and recordinglnay be-
specified by the Administrator as
required to enforce this regulation.

(G) All SO2 cofncentration, gas
volumetric flowrate and gas flow
indicating measurement and recording
instruments shall be maintained on
operational mode and one line at all
times except that provision will be made
excusing the owner(s) or operator(s)
from monitoring during periods when
monitors break down due to-causes
beyond the control of the owner(s) of
operator(s). In such an event, the
owner(s) or operator(s) shall notify the
Administrator within three-(3) days of
such a break down and provide , ,
information as to actions-taken during
the instrument malfunction period. All
strip chart recordings of the
instrumentation of paragraphs, (bj(1)(iv),:
and (b)(1)(v) of this section must be ,

marked once per shift as to the-actual
time a selected recorded measurement is
being recorded. Quality assurance.
checks shall be performed on all
continuous monitoring instrumentation
at the frequency specified by the
manufactureror as otherwise
reasonably required, by the
Administrator;,

(H) Maintain, in a useable manper,
process strip chart recordings, records of
all measurements accumulated by the
continuous monitoring systems of
paragraph (b)(1)(iv) and (b)(1)(v) of this
section and compliance determination
calculations '(measurements) of
paragraph (b)(4)(iii) of this section
below. Such information shall be
retained for at least two (2) years. The
Administrator or his authorized
representative shall have reasonable
access to these records; and

(I) Maintain, in a useable manner,
process strip chart recordings, records
and operators log sheets of plant
operations for a period of at least two'
(2) years. The Administrator or his
authorized representative shall have
reasonable access to these records.

(iii) Compliance Determination. For
compliance determination, the following.
shall apply:-

(A) AcidPlant Tailgas-Continuous
Monitors. Compliance with the
requirements of paragraph (b)(1)(i)(A) of
this section shall be determined'using
the continuous measurement system(s)
of paragraph, (b)(1)(iv of this section
installed, calibrated, maintained and
operated in accordance with the

-requirements of paragraph (b)(4)(ii) of
this section. An hourly running 6-hour"
averaging period shall commence at.
each clock hour and continue for a
consecutive 6 clock hour piriod. A new
hourly running 6-hour averaging period.
will commence at every clock hour. For
example, in a given day the following
'typical hourly running 6-hour averaging
periods will occur: 2 a.m. to 8 a.m.; 3
a.m. to 9 a.m.; 4 a.m. to 10 a.m.; and 5
a.m. to 11 a.m. et seq. Six-hour average'
S02 concentration shall be calculated as
of the end of each clock hour for the
preceding 6 hours, in the following
manner

(1) Divide each 6-hour period into not
less than twenty-four (24) equally
spaced time intervals;

(2) Determine on a compatible basis,
an SO2 -concenitration for each individual
time interval. IThese measurements may,
be obtained, either by continuous
integration of all measurements
recorded during the time interval or
from the arithmetic average of any
number of SO, concentiationr readings

""Supra note 8.. -

equally spaced over the time interval, In
the latter case, the same number of
concentration readings shall be taken In
each interval and the readings shall be
similarly spaced within each interval;
and

(3) Calculate the arithmetic average of
all interval concentration measurements
in each 6-hour period.

(B) Acid Plant Tailgas-Manual Test.
Notwithstanding the requirements of
paragraph [b)(4)(iii)(A) of this section,
compliance with the requirements of,
paragraph (b)(1)(i)(A) of this section
shall also be determined by using tho
methods described below at such times
as may be reasonably specified by the
Administrator. For any acid plant, a 6-
hour average SO concentration shall be
determined as follows:

(1) The test of each acid plant tailgus
S02 concentration shall be conducted
while the acid plant is operating at or
above the maximum rate at which it will
be operated and under such other
conditions as the Administrator'may.
specify;

(2) Concentrations of S0 2 in emissions
shall be determined by using Method 8
as described in 40 CFR Part 60. The
analytical and computational portions of
Method 8 as they relate to determination
of sulfuric acid mist and sulfur trioxide
as well as isokinetic sampling, may be
omitted from the over-all test-procedure;
(3) Three independent sets of

measurements of SO2 concentrations
shall be conducted during three 6-hour
periods for each acid plant. Each, 6-hour
period will consist of three consecutive
2-hour periods. All tests must be
completed within a 72-hour period;

(4) In using Method 8, traversing shall
be conducted according to Method I as
described in 40 CFR Part 60. The
minimum sampling volume for each 2-
hour test shall be 1.132 M3 

(40 ft3
corrected to standard conditions, dry
basis; .

(5) The velocity of the total effluent
from each acid plant evaluated shajl be
determined by using Method 2 as
described in 40 CFR Part 60 of this
chapter and transversing according to
Method 1. Gas analysis shall be
performed by using the integrated
sample technique of Method 3 as
described in 40 CFR Part 60. Moisture
content shall be determined by using
Method 4 except'that stack gases arising
only from a sulfuric acid production unit
may be considered to have zero
moisture content;

(6) The gas sample shall be extracted
at a rate proportional to gas velocity'at
the sampling point;

(7) The SO2 concentratioh in parts per
million-maximum 6-hour average for
each stock is determined by calculating

'II I I I'I . . . .. I I " I . ... . I II I I II I .
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the arithmetic average of the results of
the three 6-hour test period each
consisting of three 2-hour tests; and

(8) When necessitated by process
variables or other factors, changes to the
above test procedures may be approved
by the Administrator.

(C) 7-Day Emissions-Continuous
Monitoring. Compliance with the
requirements of paragraph (b)(1)(i)(B) of
this section shall be determined using
the continuous measurement system(s)
of paragraph (b)(1)(iv) of this section
installed, calibrated, maintained and
operated in accordance with the
requirements of paragraph (b)(4)(ii) of
this section. A daily running 7-day
period shall commence at midnight of
each day and continue for a consecutive
7-day period. A new daily running 7-day
period will commence at midnight of
every day. For example, in a given week
the following typical daily running 7-day
periods will occur: Tuesday (0000 hours]
to Monday (2400 hours); Wednesday
(0000 hours) to Tuesday (2400 hours) and
Thursday (0000 hours) to Wednesday
(2400 hours), et .eq. The SO. emission
rate for a 7-day period shall be
calculated on a daily basis (midnight to
midnight) in the following manner.

(1) Divide each 6-hour period into not
less than twenty-hour (24) equally
spaced time intervals;

(2) Determine on a compatible basis
an SO: concentration and a stack gas
flow rate measurement for each
individual time interval for each
affected stack.10These measurements
may be obtained either by continuous
integration of SO2 concentration and
stack gas flow rate measurements (from
the respective affected facilities)
recorded during the time interval or
from the arithmetic average of any
number of SO concentration and stack
gas flow rate readings equally spaced
over the time interval. In the latter case,
the number of concentration readings
shall be taken in each time interval and
the readings shall be similarly spaced
within each time interval; '

(3) Calculate the arithmetic average
(pounds SO. per hour) of all interval
emission rate measurements in each 6-
hour period for the zinc plant main stack
and the lead smelter main stack and
multiply that arithmetic average by the
number of time intervals in the 6-hour
period; and

(4) Calculate the SO, emission rate for
each consecutive 7-day period (midnight
to midnight) by summing the twenty-
eight (28) 6-hour average SO emission
rates for each stack measured over a 7-
day period.

I0 Supr note 8.

(D) Miscellaneous Source SO:
Emissions. The owner(s) or operator(s)
shall perform a manual source test of
the S02 emissions from the zinc fuming
furnace and any other SO, emitting
process equipment whose SO emissions
are not routed through the zinc plant
main stack or lead smelter main stack.
These emissions will not be used in
calculating the 7-day SO emissions as
described in paragraph (b](4)(iii)(c)
above but must be submitted to the
Administrator on an annual bas's. The
following shall apply to the performance
of the manual source test:

(1) Manual source test methods shall
be in accordance with the procedures
contained in Appendix A to 40 CFR Part
60 and as follows:

(i) SO emissions shall be measured
by Method 8 sampling train; 3 runs of at
least 60 minutes sampling time per run
will constitute one manual source test.
The minimum sampling volume for each
1-hour test shall be 1.15 m3 (40.6 ftq}
corrected to standard conditions, dry
basis. The analytical and computational
portions of Method 8 as they related to
determination of sulfuric acid mist, as
well as the isokinetic sampling may be
omitted from the overall test procedure.

(ii) Sampling will be conducted at a
rate proportional to gas velocity
determined according to Methods I and
2.

(ifi] Two gas samples will be collected
during each sampling run, according to
Method 3.

(iv) Moisture content of the gas stream
will be determined from the weight gain
of the Method 8 train impringers.

(v) When necessitated by process
variables or other factors, changes to the
above test procedures may be approved
by the Administrator.

(2) Source tests shall be conducted on
or before (twelve months following
execution of this Agreement) and at
intervals specified by the Administrator
but in any event not less than once per
year;,

(3) The process(es) tested shall be
operated at or above the maximum rate
at which it will be operated during the
year and under such other conditions as
the Administrator may specify; and

(4) The Administrator shall be notified
in writing at least twenty (20) days prior
to any such test so that he may have an
observer present.

(5) Research and Development
Program. Commencing on June 11. 1979,
the owner(s) or operator(s) of the
subject smelter shall comply with the
requirements of paragraph (b)[5) of this
section in regard to research and
development. The provisions of this
paragraph are intended to be read
together with those set forth in

paragraph (b](6) of this section regarding
bypass of SO streams during the annual
acid plant maintenance period:

(i) Full Scale Research and
Development Program. Except as
provided in paragraph (b}(5](iii) of this
section, the ownerfs or operator(s) shall
implement a full scale program to
capture and control an SO gas stream
which was not controlled as of
September 28.1978. A qualifying
program shall meet the requirements of
paragraphs (b](5](ii). (iv). (v], (vi), [vii)
and (viii) of this section and shall
consist of one of two options:

(A) An SO: removal facility (flue gas
desulfurization system) to capture the
weak stream exhausted from the-sinter
machine; or

(B) Substantially complete
recirculation of the sinter machine weak
steam I I and treatment of the resultant
gas stream in an SO removal facility.

(ii) Fuel Scale System Design Criteria.
The following shall constitute the design
criteria for the full scale research and
development system:

(A) Sinter machine weak stream flue
gas desulfurization system:

(1) 95 percent SO= capture efficiency
as determined by monitoring equipment
continuously measuring feed gas SO:
concentration and tail gas SO:
concentration; and

(2) 95 percent on-line availability;
(B) Substantially complete sinter

machine weak stream recirculation:
(1) Not less than 97 percent

partitioning of SO generated in the
machine shall be routed to an SO
removal facility;

(2) Not more than 3 percent
partitioning of the SO. gas generated in
the machine shall be routed to the
atmosphere via the tip end gas stream;
and

(3) The SO: capture efficiency of the
SO= removal fadility shall not be
impaired because of the additional gas
captured through utilization of weak
stream recirculation.

(iii) Reduced Scale Research and
Development Program. The owner(s) or
operator(s) may elect not to perform the
full scale research and development
program as set forth in paragraph
(b)(5](i) of this section: Provided, That:

(A) The owner(s) or operator(s) notify
the EPA-Region X. in writing, of such
decision no later than June 11, 1980, and
provide a detailed account of the
reasons for rejection of the full scale
research and development program.

I Nothmi in this regulation shall be construed to
relie', e the ownerts) or operatorts) from meeting the
requirements of the clean Air Act or regulations
promulgpfcd thereunder regarding construction or
modification requirements concerning new sources.
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including all cost-and design information
considered in the decision; 1

(B) The owner(s) or operatorfs)
immediately submit for the
Administrator's approval a substitute
research and development program,
consisting of construction and operation
of a flue gas desulfurization system with
a minimum,volume operating cgpacity of
5000 SCFM to treat a portion of the
weak gas exhausted from the sinter
machine or blast furnace;

(C) Such flue gas desulfurization
system is constructed and operated in
accordance with the requirements of
paragraphs (b)(5)(iv), (v), (vi), and (viii)
of this secton within the time periods
specified in paragraph [b)[5](vii)-of this
section. The following shall constitute
the design criteria for the reduced scale
research and dev.elopment system:

(1) 95 percent SO. capture efficiency
as determined by monitoring equipment
continuously measuring feed gas S0 2
concentration and tailgas SQ2
concentration;

(2) 95 percent on-line availability;
(3) Continuous measurement "

instrumentation to monitor and record
the following:

i System temperatures, pressures
and gas and liquid flow rates;

'(ii) Febd gas'and tailgas S0 2
concentration;

(iii) Pressure drop within the system;
and

(iv) pH and all other-critical flue gas,
desulfurization operating parameters
such as liquid make-up and recirculation
flow rates;

(4) To the extent technically feasible
sufficient automatic control
instrumentation shall-be provided such
that the system automatically
compensates for feed gas e'cursions in
particulate loading, flow rate and S0.
concentration while insuring minimum
design criteria are maintained; and

(5) To the extent technitally feasible
system design and' control should be
such that correct chemical balance is
maintained to avoid scalihg, corrosion
and equipmentmalfunction..

(D) The flue gas desulfurization
system shall be operated continuously,
except during periods of reasonably
unavoidable equipment failure in
accordance with good engineering
practice and inia manner such that the
project will result in the collection of
information adequate to determine the-
economic and technological feasibility.
of a full scale applicatioffof such.flue
gas desulfurization system.

(iv) Evaluation of the Research and
-Development Program. Effective on June

11, 1979, the owner(s) or operator(s)
shall evaluate the research and
development program and prepare and

submit an annual report to the
Administrator by March 1 of each
calendar year on the progress of the
research and development project and
detailing the following:

(A) Capital, operating and other costs
of the system;

(B) Disposal of by-products (ofwaste
material) and associated environmental-

-impact;*
(C) Energy utilization and related

potential effects on energy conservation;
(D) The effectiveness of the system to

improve capture of other pollutants of
both occupational and environmental
significance;

(E) Problems in system design and
suggested methods or actual methods
undertaken to improve the design
includingany anticipated scale-up
problems;

(F) Maintenance requirements and
frequency of system shutdown;

(G) Personnel staffing requirements;
(H) SO2 capture efficiency as

impacted by process exhaust gas
fluctuations and sinter machine (or blast,
furnace) shutdowns; and

(I) Such other related technical
information as may be reasonably
required by the Administrator to assist
him in the evaluation of the research-
and development program.

(v) System Operation. The owner(s) or
operator(s) shall install and operate the
full scale or reduced scale removal
facility, whichever it elects, in
accordance with good engineering
practice and shall make a good faith
effort to operate the project
continuously, except for periods of
reasonably unavoidable malfunction
until the expiration date of the first
primary non-ferr6us smelter order or
until discontinuance is authorized under
paragraph (b)(6)(iii) of this section or by
written authorization of the
Administrator, and in such manner as
will result in the collection of
information necessary to. determine the
economic and technological feasibility
of the facility. If technically feasible,
system performance must be at the
design criteria as specified in
paragraphs (b)(5)(ii) or (b)(5)(ii!) of this
section sub~equent to its initial break-in
period.

(vi) Sanctions. Except where the
owner(s) or operator(s) have first
demonstrated to the satisfaction of the
Administrator that due to technical
infeasibility design criteria cannot be
achieved, departure from the design
criteria of paragraphs (b)[5)(ii) and (iii) .
(as applicable) abo"ve in.the final
construction or operation of the research
and development program, or failure to
meet the compliance schedule and .

reporting requirements, shall constitute
a violation of this regulation.

(vii) Research and Development
Compliance Schedule. The owner(s) or
operator(s) shall'comply with the
following research and development
progran compliance schedule:

(A) Complete an engineering
evaluation of the full scale and reduced
scale research and development systems
listed in paragraphs (b)(5)(1) and
(b)(5)(iii) of this section and submit a
complete report and data to the
Administator on or before June 11, 1980;

(B) Notify the Administrator of the
research and development system and
the gas stream to be treated on or before
June 11, 1980;

(C) Complete all engineering and
design work on the research and
development system, on or before ten
months following the notification of
paragraph (b)(5)(vii)(B) of this section
but in any event not later than April 11,
1981. The Administrator shall be'
provided with a copy of the engineering
design for the technique selected;

(D) Award construction contracts for
the SO, capture system on or before
fourteen months following the
notification of paragraph (b)(5)(vi)(B) of
this section but in'any event not later
than August 11, 1981. Such award shall
be contingent upon a primary nonferrous
smelter order first being issued to the
owner(s) or operator(s);

(E) If the full scale research and
development system is selected,
complete construction of the S02
capture system and begin acceptance
testing on or before March 11, 1982; and
complete all start-up and acceptance
testing of the SO capture system and
place such system in service by June 11,
1982; and

(F) If the reduced scale research and
development system is selected,
complete construction of the flue gas
desulfurization system by December 11,
1981, and place such system in service
by February 11, 1982.

(viii) Consent to Access. The owner(s)
- or operator(s) shallsubmit a binding

written agreement, signed by a
responsible corporate official
empowered to do so consenting to:

(A) Grant the representatives and
contractors of the EPA access to any
information or data employed or
generated in the research and
development -program, including any
process, emissions, or financial records
which the EPA determines are needed to
evaluate the technical or economic
merits of the program:

(B) Grant physical access to the
representatives and contractors of the
EPA to each facility at which such
research is conducted; and
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(C) Grant the representatives and
contractors of the EPA reasonable
access to the persons in charge of
conducting the program on behalf of the
smelter owner for discussions of
progress, interpretation of data and
results, and any other similar purposes
as deemed necessary by the EPA.

(6) AnnualAcid Plant Maintenance
Offset. Commencing on June 11, 1979.
the owner(s) or operator(s) of the
subject smelter shall comply with the
requirements of paragraph (b)(6) of this
section in regard to continued process
operation during the period when an
acid plant is shutdown for annual
maintenance.
(i) Bypass Prohibition, Except as

provided in paragraph (b)(6)(ii) of this
section, the owner(s) or operator(s) shall
not operate the lead smelter sinter
machine or any zinc plant roaster when
any acid plant(s) serving that process is
shut down for maintenance.

(ii) Criteria for Continuing Process
Operation. Excess emissions occurring
during the period when the acid plant is
shutdown for the annual maintenance
period 12 shall not constitute a violation
of paragraph (b)(1](ii) of this section or
be included in the computation of the
plant wide SO2 emissions of paragraph
(b)(11[i)(B) of this section, provided that:
(A) The owner(s) or operator(s)

commits to install additional SO,
removal facilities and/or performs
process changes to capture a gas stream
in accordance with the full scale
research and development program
requirements of paragraphs (b)(5)(i) and
(b)(5)(vii) of this section. If at any time
the owner(s) or operator(s) elect not to,
undertake a full scale qualifying project,
excess emissions occuring during the
period when the acid plant is shut down
for any annual maintenance period shall
constitute a violation of this regulation:

(B) The owner(s) or operator(s)
provide written notification to the
EPA-Region X on or before June 11,
1980, that it will perform the full scale
research and development program.
During the period prior to such
notification, excess emissions occurring
when the acid plant is shut down for the
annual maintenance period shall not
constitute a violation of this regulation.
Such continued operation while an acid
plant is shut down for annual
maintenance shall not in any event
exceed fourteen (14) calendar days per

'2The term "annual maintenance period" as used
herein is defined as the geriod occurring once (or
twice if the catalyst needs to be replaced two times
a year) per year for each acid plant when various
maintenance functions such as catalyst replacement
and heat exchange cleaning occur. This period
normally lasts less than two weeks.

year for each acid plant through and
until June 11, 1980.

(C) Commencing with the first twelve
(12) month period after the election of a
full scale qualifying research and
development system under paragraph
(b)(5)(i) of this section, and until the
system is required to be placed in
service under paragraph (b)(5)(vii) of
this section, the combined amount of
SO which is released by reason of
continued process operation during the
annual acid plant maintenance period
for all 3 acid plants does not exceed the
lesser of fourteen (14) days for each acid
plant per year or the annual incremental
S02 capture for which the full scale
research and development system is
designed.

(D) During the period of time
commencing when the full scale
research and development system is
required to first be placed in service
under paragraph (b)(5)(vii) of this
section and ending on the expiration
date of the first primary non-ferrous
smelter order, the following shall apply:

(1) No process operation is allowed to
continue while the respective acid plant
is shut down for its annual maintenance
period until and unless the full scale
system or process change has operated
for the time period specified in
paragraph (b)(6)(iii) of this section;

(2) During such time period, the full
scale system or process change must
perform substantially in accord with the
system design criteria set forth in
paragraph (b)(5)(ii) of this section;

(3) The owner(s) or operator(s) must
continue to operate the full scale
research and development system
beyond the time period described in
paragraph (b)(6)(iii) of this section and
until the expiration date of the first
primary non-ferrous smelter order
further the system must perform
substantially in accord with the system
design criteria set forth in paragraph
(b)(5)(ii) of this section; and

(4) The combined annual amount of
SO which is released by reason of
continued process operation during the
annual acid plant maintenance period
shall not exceed for all 3 acid plants the
annual incremental SO capture for
which the full scale research and
development system is designed and
Dperated;

(E) Annual maintenance shall not be
performed simultaneously on the lead
smelter acid plant and any zinc acid
plant or simultaneously on both zinc
plant and acid plants. If. under
paragraph (b)(5)(i) of this section, a
sinter machine flue gas desulfurization
system is installed, annual maintenance
shall not be performed simultaneously
on the lead smelter acid plant and the

flue gas desulfurization system; further,
the sinter machine flue gas
desulfurization system shall receive the
maximum quantity of SOz practicable
for the sinter machine when the lead
smelter acid plant is shut down. During
annual acid plant maintenance at the
zinc plant, the zinc plant acid plant
which remains in service shall receive
the maximum quantity of SO,
practicable from the operating zinc
roasters; and

(F) Continued process operation while
an acid plant is shut down for annual
maintenance shall not in any event
exceed fourteen (14) calendar days for
each acid plant per year. .

(iii) Discontinuance of Full Scale
Research and Development Program. In
the event that severe.and unavoidable
production losses are incurred as a
direct result of the operation of the full
scale research and development system
or process change during a full nine (9)
month period for the flue gas
desulfurization system or three (3)
month period for the sinter machine
weak stream recirculation, or upon
terms otherwise agreed, in writing, by
the Administrator, the owner(s) or
operator(s) may discontinue operation
of the full scale research and
development project provided that:

(A) Notification to the Administrator
of discontinuance of such operation
shall be given within one month
following the expiration of the requisite
period. Such notification shall be
accompanied by a full vWritten
justification of and analysis for the
discontinuance; and

(B) Until the expiration date of the
fist primary non-ferrous smelter order,
the lead smelter sinter machine and any
zinc plant roaster shall be shut down
during any subsequent annual acid plant
maintenance period.

(iv) Pre-determinedSO, Emissions.
For the purposes of determining
compliance with the design and
operating criteria set forth in paragraphs
(b)(6)(ii)(C) and (D) of this section. the
quantity of incremental SO, deemed
captured by the full scale qualifying
project shall be calculated using a
predetermined quafitity of SO, which is
emitted in the relevant gas stream prior
to installation of such full scale project.
The determination of pre-exiting SO,
emissions shall be as follows:

(A) For the sinter machine weak
stream, a value of 15.7 tons of SO per24
hours of operation shall be used;

(B) For the blast furnance, a value of
18.3 tons of SO per 24 hours of
operation shall be used; and

(C) On or before June 11, 1980, if the
owner(s) or operator(s) demonstrate to
the satisfaction of the Administrator,
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uing manual sourcetest techniques,
continuous SO'measurement
techniques,, or equivalent alternatives,
that a different'pre-existing SO 2
emission value is correct, that value
may be substituted for the value(s)
listed-in paragraphs (b)(6)(iv)(A) and (B)
of this section upon agreement of the
Administrator.

(7) Violations-il Violations of
Provisions. Failure to complywith any
provisions of this regulation or with the
NSO issued to replace this regulation
may subject the owher(s) or operator(s)
to enforcement and sanctions as set,,
forth in the Clean Air Act and
regulations promulgdted'thereunder.

(ii) Violations of NAAQS. Nothing in
this subparagraph shall be construed to
relieve the owner(s) or operator(s) from
liability for violations of the NAAQS.

Appendix A-Fugiive Sulfur Dioxide
Emission Control Program and Its
Impact .to Total Plant Emissions

The total plant emission limitation of
paragraph (b)(1)(i)(B) was developed-
based on historical emission data 'and
included the increase in SO2 emissions
from the main stacks that would likely
ocdur as a result of implementation-of
the fugitive control progiam described in
paragraphs (b)(1)(vi)(C) (zinc'roaster),
(b)(1)(vi)(D) (sintermachine), and'
(b)(1)(vi)(E) (blastfurnace). Accordingly,
failure of the owner[s) or operator(s) to
comply with any of the provisions of the,
fugitive SO2 control program will be
deemed a violation of this regulation.

For example., if blast furnace upset
conditions occur for 8.36. hours in any7-
day'period the plant wide emissiori limit.
would be.reduced 6 tons per running 7-
day period, i.e. the new plant wide, •
emission limit would be 619 tons SO2
per running 7-days.
Compliance will be determined as
follows: ' "I ,

a. The zinc roaster program of
paragraph (b)(1)(vi)(C) is based on
compliance with applicable OSHA lead
workplace standards in accordance with
the OSHA schedules of compliance;

b. The 'inter machine program of'
paragraph (b)(1J(vi)(D) 'must ensure
complete installation of new stainless
steel hooding with the exception of the
last two (2) sections of the hoodwhich
are not subject to high corrosion on or
before June 11, 1980; and

c. The blast furnace program of
paragraph (bJ(1)(vi)(E) must eliminate go
percent of the blast furnace upset
conditions (currently occuring -
approximately 20 percent of the time).

EPA inspection of the blast furnace
operation will be made to ensure that
upset conditions occur no more than an
aggregate total of 3.36 hours per any 7-

day period. The owner(s) or.operator(s)
explicitly agree that failure to meet the
requirements stated herein at any time
subsequent to June 11, 1980, Will
immediately result in the decrease in the
Amnount of plant wide
emission reductionfrom the 625 tons =21 x 1

per 7-day limit

plant wide emission limit in proportion
to the amount the objective was not
attained. The proportional formula Is
shown below:

33.6-2(Hu -3.36)

33.6 1
Where H = hours in any 7-day period when theu blast furnace is in an upset condition.

For the purpose of use in this formula
H cannot exceed 20.16 hours.
u

[FR Doc. 80-34026 Filed 10-30-W &45 am]

BILLING CODE 6560-33-M

40 CFR PART 180

[FRL 1595-8; PP8F2058/P141]

Oxylfuorfen; Proposedl Tolerance
Gorrection

In FR Doc. 80-26938, appe ring.at
page 58497, in the issue Wednesday,.
September 3,1980, on page 58498,.make
the following corrections:

(1) In the first column, the secondfull
pargraph, the sixth line down, is
corrected to read: "dose (LDso) with an
LDso greater than 5.0,. -

(2) In the first column, the second full
paragraph, the last line of that
paragraph, iniert the article Pa" after the
word "with".

(3) In the second column, the third full
pargrabh down, the third line, correct
.">0.1percent,"-to read "<0.1 percent;".

(4) In the. liast column, last paragraph,
the fifth line up from the botton, correct
"Order oP' to read "Order br".
BILLNG CODE 1505-01-M

40 CFR Part 446

[WH-FRL 1646-2]
Paint Formulating; Point Source
Category Effluent Limitations
Guidelines, Pretreatment Standards,
and New Source Performance
Standards

AGENCY: Environmental Protection
Agency.'
ACTION: Notice of Availability of
Additional Analytical Data.

SUMMARY: EPA is making-available
additional inalytical data on
wastewater simples taken at six paint
formulating plants using the Agency's
verification sampling and analysis
protocol. The purpose of this notice is to
provide these additional data for public
review and i6 request comment on the
new data. These data are available in
EPA's-Public Information Reference
Unit. EPA is inviting'submission of

comments relating only to the qew data
which are the subject of this notice.,
DATES: Comments on these data must be
submitted on or before December 1,
1980.
ADDRESS:" Send comments to Ben J.
Honaker, Effluent Guidelines Division
(WH-552), Environmental Protection
Agency, 401 M St. SW., Washington,
D.C. 20460. The additional data will be
available for inspection and copying at
the EPA Public Information Reference
Unit, Room 2404 (Rear) PM 213 (EPA
Library). The EPA public information
regulation (40 CFR Part 2) provides that
a reasonable fee may be charged for
copying.
FOR FURTHER INFORMATION CONTACr:
Mr. Ben J. Honaker, Effluent Guidelines
Division (WH-552), Environmental
Protection Agency, 401 M St. SW.
Washington, D.C. 20460, Telephone (202)
426-2554.
SUPPLEMENTAL INFORMATION: On
Januaiy 3,1980 EPA published proposed
effluent limitations and standards (45 FR
912) for the Paint Fornulation Point
Source Category. This proposed
regulation implements Sections 301, 304,
306, and 307 of The Clean Water Act of
1977. The comments received by EPA'
indicated concern by the paint Industry
over'sample handling and accuracy of
analytical results based on the use of
the Agency's screening protocol. In
addition, some commenters expressed
concern that there were insufficient
analytical data to represent the
industry's wastewater adequately. In
order to be responsive to these concens,
EPA has obtained additional samples of
wastewater fromthe paint industry and
analyzed them according to Its currpnt
verification protocol. Six paint plants,
previously sampled by EPA, were
visited and wastewater samples were
collected and analyzed under
procedures that stridtly adhered to the
Guidelines Establishing Test Procedures
for the Analysis of Pollutants; Proposed
Regulations (44 FR 69464-69575).
SOLICITATION OF COMMENTS: EPA Invitds
and encourages public participation In
its rulemaking process. Comments

I I I
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should be specifically directed only to
the significance of the new data with
respect to the limitations and standards
proposed for the paint industry on
January 3, 1980. Any comments not
related to this specific data will not be
considered. The Agency is allowing 30
days from the publication of this notice
for evaluation and presentation of
comments.

Dated: October 23. 1980.
Eckardt C. Beck,
Assistant Administratorfor Water and Waste
Management.
1FR Doc. O-338 Filed 10-30 -- , &45 am]

BILWNG CODE 6560-29-M

40 CFR Part 447

[WH-FRL 1646-3]

Ink Formulating, Point Source
Category Effluent Limitations
Guidelines, Pretreatment Standards,
and New Source Performance
Standards
AGENCY: Envoronmental Protection
Agency.
ACTION: Notice of Availability of
Additional Analytical Data.

SUMMARY: EPA is making available
additional analytical data on
wastewater samples taken at three ink
formulating plants using the Agency's
verification sampling and analysis
protocol. The purpose of this notice is to
provide these additional data for public
review and to request comment on the
new data. These data are available in
EPA's Public Information Reference
Unit. EPA is inviting submission of
comments relating only to the new data
which are the subject of this notice.
DATES: Comments on these data must be
submitted on or before December 1,
1980.
ADDRESS: Send comments to Ben J.
Honaker, Effluent Guidelines Division
(WH-552), Environmental Protection
Agency, 401 M St. SW., Washington,
D.C. 20460. The additional data will be
available for inspection and copying at
the EPA Public Information Reference
Unit, Room 2404 (Rear) PM-213 (EPA
Library). The EPA public information
regulation (40 CFR Part 2) provides that
a reasonable fee may be charged for
copying.
FOR FURTHER INFORMATION CONTACT:
Mr. Ben J. Honaker. Effluent Guidelineq o
Division (WH-552). Environmental
Protection Agency, 401 M St. SW.,
Washington, D.C. 20460, Telephone (202)
426-2554.
SUPPLEMENTAL INFORMATION: On
January 3,1980 EPA published proposed

effluent limitations and standards
(45FR928) for the Ink Formulation Point
Source Category. This proposed
regulation implements Sections 301, 304.
306, and 307 of the Clean Water Act of
1977. One of the comments received by
EPA indicated concern by the ink
industry over sample handling and
accuracy of analytical results based on
the use of the Agency's screening
protocol In addition, this commenter
expressed concern that there were
insufficient analytical data to represent
the industry's wastewater adequately. In
order to be responsive to these
concerns. EPA has obtained additional
samples of wastewater from the ink
industry and analyzed them according
to its current verification protocol. Three
ink plants, previously sampled by EPA.
were visited and wastewater samples
were collected and analyzed under
procedures that strictly adhered to the
Guidelines Establishing Test Procedures
.for the Analysis of Pollutants; Proposed
Regulations (44 FR 69464-9575].
SOLCITATION OF COMMENTS: EPA invites
and encourages public participation in
its rulemaking process. Comments
should be specifically directed only to
the significance of the new data with
respect to the limitations and standards
proposed for the ink industry on January
3. 1980. Any comments not related to
this specific data will not be considered.
The Agency is allowing 30 days from the
publication of this notice for evaluation
and presentation of comments.

Dated. October 23,1980.
Eckardt C. Beck,
AssistantAdministrator for Waterand Waste
Management.
[FiR Do. 80-33M Filed 10-30410 &4s aT
BILLING CODE 6NO-29-M

INTERSTATE COMMERCE

COMMISSION

49 CFR 1051

[Ex Parte No. MC.-147]

Information Required on Receipts and
Bills-Responsibility for Loading and
Unloading Motor Vehicles
AGENCY: Interstate Commerce
Commission.
ACTION: Notice of proposed rulemaking.

SUMMARY'. '"The Motor Carrier Act of
1980" has changed a number of statutory
provisions affecting the Commission.
One change is the requirement that
when shippers and receivers of freight in
interstate commerce require that any
person who owns or operates a motor
vehicle be assisted in loading and

unloading, they shall be responsible for
providing this assistance or shall
compensate the owner or operator of the
motor vehicle for all costs associated
with securing such assistance. The -
purpose of the proposed rule is to
implement this change and make
explicit in receipts or bills of lading of
regulated carriers the responsibility for
loading and unloading the motor vehicle
and-the compensation, if any, to be paid
for this service.
DATES: Written comments are due on or
before December 15,1980.
ADDRESSES: An original and 15 copies, if
possible, should be sent to: Ex Parte No.
MC-147, Room 7417, Interstate
Commerce Commission, Washington.
D.C. 2o423.
FOR FURTHER INFORMATION CONTACT.
Lewis R. Teeple. phone: (202) 275-7612.
SUPPLEMENTARY INFORMATION: In
passing the Motor Carrier Act of 1980,
the Congress was concerned that
drivers, especially owner-operators, be
protected against the practice known as
"lumping," that is, the coercion of
carriers and owner-operators, to obtain
assistance in loading or unloading of -
freight. Section 15 (49 U.S.C. 11109(a)) of
the new law mandates that whenever a
shipper or receiver of property requires
that any person who owns or operates a
motor vehicle be assisted in loading and
unloading, they are to be responsible for
providing assistance or compensate the
owner or driver of the motor vehicle for
all costs associated with such
assistance. This requirement, now in
effect, applies to all interstate
transportation by motor carrier, not just
transportation subject to regulation by
this Commission.

Other sections of the Act require that
this responsibility for loading and
unloading be explicitly set forth in
writing. For example, a new part (b) is
added to Section 11107 of the recodified
Interstate Commerce Act to provide:

The Commission shall require, by
regulation, that any arrangement,
between a motor carrier of property
providing transportation subject to the
jurisdiction of the Commission under
subchapter I of chapter 105 of this title
and any other person, under which such
other person is to provide any portion of
such transportation by a motor vehicle
not owned by the carrier shall specify,
in writing, who is responsible for
loading and unloading the property onto
and from the motor vehicle.

Anyone with an interest in this
proceeding should also review the
notice of proposed rulemaking in Ex
Parte No. MC-43 (Sub-No.- ] Lease
and Interchange of Vehicles, which
would implement the above requirement

72233



Federal Register '/ Vol. 45, No. 213 / Friday, October 31, 1980 / Proposed Rules

that regulated carriers set forth in lease
agreements the responsibility for
loading and unloading. That rulemaldng
also proposes that the lease contain the
compensation, if any, to be paid for
loading or unloading.

Similarly, Section 16 of the Act
requires that any contract of haul
prescribed for motor carriers operating
under the 10526(a)(6) exemption, "shall
specify the arrangements, including
compensation, with respect to loading
and unloading of the property
transported under such contract." The
Act'does not, however, make it a
requirement that loading and unloading
arrangements between regulated
carriers and shippers be specifically
stated in writing in the contract of
carriage or freight bill. In this
connection, we have receivea
complaints from shippers, consignees,
drivers and motor carriers, that there is
confusion at origin and destination as to
the responsibility of the parties for
loading and unloading. This confusion
will be eliminated by a statement asto
the loading and unloading responsibility
in bills of lading or freight bills of
regulated motor carriers.

In proposing this rule, we are mindful
of the Congressional intent that the
ability of the parties to apportion
responsibility for loading and unloading
between and among shippers, receivers,
carriers, and owner-operators should be
left to the market place. The purpose of
this rule is to make explicit the market
place decision as to apportionment and
to make certain the right of an owner-
operator, carriei, or driver for recovery
of loading or unloading charges if he or.
she is required to perform or accept
services not covered in the agreement.

This proposed action does not
significantly affect the quality of the
human environment or the conservation
of energy'resources.

We Propose

To amend title 49 of the Code of
Federal Regulations by adding 1051.1(c)
to the CFR as set forth in the appendix.

This notice and action are issued *
under authority contained in 49 U.S.C.
10321 and 5 U.S.C. 553.

Decided: October 16, 1980.
By the Commission: Chairman Gaskins,

Vice Chairman Gresham, Commissioners
Clapp, Trantum, Alexis, and Gilliam.
Agatha L. Mergenovich,
Secretary.

Appendix
* *

Part 1051 is amended by adding
§ 1051.1(c) as follows:

§ 1051.1 [Amended]

(c) Every common and contract carrier
by motor vehicle of property subject to
the jurisdiction of this Commission shall
specify on every receipt or bill of lading
issued for the transportation of property,
in interstate or foreign co mmerce who is
responsible for loading and unloading
the property onto and from the motor
vehicle and the compensation, if any, to
be paid for this service. The receipt or
bill of lading issued for the
transportation of property in interstate
or foreign commerce shall contain the
following statement:

Pursuant to*Federal Law, 49 United States
Code 11109(a) "Whenever a shipper or
receiver of property requires that any-person
who owns or operates a motor vehicle be
assisied in the loading or unloading of-such
vehicle, the shipper or receiver shall be
responsible for providing such assistance or
shall compensate the owner or operator for
all costs associated with securing and
compensating the person or persons
providing such assistance."
[FR Doc. 80-33951 Filed 10-30-80;, 8:45 aml
BILUING CODE 7035-61-M

DEPARTMENT OF THE INTERIOR

Fish and Wildlife Service

50 CFR Part 17

- Endangered and Threatened Wildlife
and Plants; Proposed Endangered

'Status-and Critical Habitat for
Stephanomeria malheurensis (Malheur

*wire-lettuce)
AGENCY: U.S. Fish and Wildlife Service,
Interior.
ACTION: Proposed rule.

SUMMARY: The Service proposes to
determine the Malheur wire-lettuce
(Stephanomeria malheurensis) to be an
Endangered species and to designate its

- Critical Habitat, under the authority
contained in the Endangered Species
Act. This plant is known only from one
small population located in Harney
County in southeastern Oregon. The
lone population of this species is
vulnerable to any substantial habitat
alteration and faces the potential threat
of surface mining on and near the site
where it occurs. A deterniination that"
Stephanomeria malheurensis is an
Endangered species and designation of
its Critical Habitat would implement the
protection provided by the Endangered
Species Act of 1973, as amended.
DATES: Comments from the public must
be received onor before January 29,
1981. A public meeting and a public
hearing will be held on November 13
and December 2,1980. respectively.'

ADDRESSES: Interested persons or
organizations are requested to submit
comments or materials, preferably in
triplicate, to the Regional Director (SE),
Department of the Interior, US. Fish and
Wildlife Service, 500 NE. Multnomah
Street, Suite 1692, Portland, Oregon
97232. Comments and material relating
to this proposal are available for public
inspection by appointment during
normal business hours at the Service's
Regional Office, 700 NE. Multnomah
Street, Suite 550, Portland, Oregon. The
public meeting and the public hearing on
this proposal will be held at the Museum
Club Room, 18 West D Street, Burns,
Oregon, beginning at 10:00 a.m. on
November 13 and December 2, 1980,
respectively.
FOR FURTHER INFORMATION CONTACT:
Mr. David B. Marshall, Senior Staff
Biologist, Endangered Species Program,
Region 1, U.S. Fish and Wildlife Service,
Department of the Interior, 500 NE.
Multnomah Street, Suite 1692, Portland,
Oregon 97232, 503/231-6131.
SUPPLEMENTARY INFORMATION: The first
discovery of Stephanonerla
malheurensis was made in 1966 when
seeds of this species were collected
along with those from a population of its
ancestral subspecies, Stephanomerka
exigua ssp. coronarla, The locality
where these two taxa are found together
is at the northern end of the range of the
ancestral subspecies. further studies by
Dr. Leslie Gottlieb of the University of
California, Davis, demonstrated
consistently distiguishable field
characteristics and reprodutive isolation
between these two taxa, establishing
Stephanomeria malheurensis as a valid
species (Gottlieb 1973, 1977, 1978). This
annual plant is a member of the aster
family (Asteraceae) and grows to 5 dm.
tall, with a basal rosette of leaves, a
much branched stem with scale-like
leaves, and numerous pink to white
(rarely yellow-orange) flower heads.
Stephanomeria malheurensis tg known
only from one locality ner Malheur
National Wildlife Refuge in Hareny
County, Oregon. Its Habitat is situated
on top of a dry, broad hill on a soil
derived from volcanic tuff layered with.
some limestone. Numbers of individual
plants vary greatly from year to year

* depending on the amount of
precipitation prior to and during the
spring growing season, This plant
flowers in July and August.
"'The extremely restricted range of this

plant makes the species vulnerable to
even small land disturbances in and
around its habitat. Such a poteutial
threat exists in the form of some
recently established mining claims
which include the habitat of
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Stephanomeria malheurensis. Future
zeolite mining in the area endangers the
continued existence of this species
(Griffith and Hohn. 1979). The following
paragraphs further discuss the actions to
date involving this plant, the threats to
the plant, and the effects of the
proposed action.

Background

Section 12 of the Endangered Species
Act of 1973 directed the Secretary of the
Smithsonian Institution to prepare a
report on those plants considered to be
Endangered, Threatened, or extinct. This
report, designated as House Document
No. 94-51, was presented to Congress on
January 9, 1975. On July 1, 1975, the
Director published a notice in the
Federal Register (40 FR 27823-27924) of
his acceptance of this report as a
petition within the context of Subsection
4(c)(2) of the Act, and of his intention
thereby to review the status of the plant
taxa named within. On June 16,1976, the
Service published a proposed rule in the
Federal Register (41 FR 24523-24572) to
determine approximately 1,700 vascular
plant taxa to be Endangered species.
This list was assembled on the basis of
comments and data received by the
Smithsonian Institution and the Service
in response to House Document No.

-94-51 and the July 1, 1975 Federal
Register publication. Stephanomeria
malheurensis was included in the July 1,
1975, notice and the June 16, 1976,
proposal. General comments on the 1976
proposal are summarized in an April 26,
1978, Federal Register publication (43 FR
17909-17916).

The Endangered Species Act
Amendments of 1978 (Pub. L. 95-632)
required that all proposals over two
years old be withdrawn. On December
10, 1979, the Service published a notice
of the withdrawal of the June 16,1976,
proposal along with other proposals
which had expired (44'FR 70796-70797).
At this time the Service has sufficient
new information to warrant reproposing
Stephanomeria malheurensis. Its
Critical Habitat is proposed for the first
time.

Note.-The Department has determined
that this is not a significant rule and does not
require the preparation of a regulatory
analysis under Executive Order 12044 and 43
CFR Part 14.

Summary of Factors Affecting the
Species

Subsection 4(a)(1) of the Endangered
Species Act of 1973, as amended (16
U.S.C. 1531 et seq.) states that the
Secretary of the Interior shall determine
whether any species is an Endangered
species or a Threatened species due to
one or more of the five factors described

in that subsection. These factors and
their application to Stephanomeria
malheurensis Gottlieb are as follows:

1. Present or threatened destruction,
modification, or curtailment of its
habitat or range. Stephanomeria
malheurensis has been known from only
one 70-acre location south of Bums in
Hamey County, Oregon. since its
discovery. No more than 750 adult
plants of the species have been found in
any one summer season since
observations began in 1968. The
restricted range of the species makes it
vulnerable to many types of habitat
alteration. Zeolite mining in the area is
likely in the near future, and mining
claims cover the entire area of this
species' habitat as well as all adjacent
areas. Protection of the habitat of
Stephonomeria malheurensis and its
immediate surroundings is imperative to
the conservation of the species.

2. Overutilization for commercial,
sporting, scientific, or educational
purposes. Not applicable to this species.

3. Disease or predation (including
grazing). A 160-acre tract of land
including the entire population of
Stephanomeria malheurensis has been
fenced, which prevents grazing of the
species by livestock. Larvae of an
unidentified insect have been found
foraging on the species, but their effect
is unknown.

4. The inadequacy of existing
regulatorymechanisms. The Bureau of
Land Management (BLM) administers all
of the land supporting this species, and
in August 1975 it gave notice of the
closure of the 160 acres necessary for
the species' survival (40 FR 39536-
39537). However, zeolite was
determined to be a locatable mineral
under niining law in June 1977. In
consequence, access to the zeolite ore is
regulated by the Mining Law of 1872, as
amended. The adequacy of the Federal
Land Policy and Management Act of
1976 (Pub. L. 94-579), often called the
BLM organic act, to protect
Stephanomeria malheurensis is unclear
in these circumstances. The Endangered
Species Act of 1973, as amended, offers
additional possibilities for protection of
the species.

5. Other natural or man-made factors
affecting its continued existence. The
small size of the only known population
causes this species to be in significant
danger of extinction due to natural
fluctuations in the number of individuals
in the population. Since this species is
an annual, its numbers vary greatly from
year to year, depending largely on the
amount of precipitation prior to and
during the spring growing season. In
1974 and 1975, juvenile populations of
Stephanomeria numbered 12,000 and

35.000. respectively (Gottlieb, 1977).
New fieldwork shows the population
was only a few dozen individuals in
August 1980 (Brauner and Gottlieb,
1980). In addition. Brauner and Gottlieb
discuss the effects of a 1972 fire which
swept much of the colony area. In 1979
and 1980, it has become apparent that
cheat grass (Bromuspectorum) has
invaded the burnt area much to the
detriment of Stephanomeria. In their
September 1980 report, Gottlieb states
that the Malheur wire-lettuce is
eminently threatened with extinction
unless immediate action is taken to
control the cheat grass invasion.

Critical Habitat
The Act defines "Critical Habitat" as

"(i) the specific areas within the
geographical area occupied by the
species, at the time it is listed in
accordance with the provisions of
Section 4 of this Act, on which are found
those physical or biological features (I)
essential to the conservation of the
species and (1) which may require
special management considerations or
protection; and (ii) specific areas outside
the geographic area occupied by the
species at the time it is listed in
accordance with the provisions of
Section 4 of this Act, upon a
determination by the Secretary that such
areas are essential for the conservation
of the species."

Critical Habitat for Stephanomeria
malheurensis is being designated to
include the 160-acre Scientific Study
Area on Bureau of Land Management
land located 27 miles south fo Bums in
Harney County, Oregon. This includes
the entire, lone population of
Stephanomeria malheurensis. This area
is located on the lands west of state
highway 205 within the SE A of the
NE1A, and the NE of the SE , Section
11; and the W of the SW'A of the
NW , and the SW A of the NE of the
SWI , and the NW of the SW 4.
Section 12, T27S, R30E, Willamette
Meridian. Natural expansion will likely
be a desired management goal in the
future. The proposed Critical Hibitat
includes land within the Scientific Study
Area which presently does not support
the species but provides a buffer against
adverse indirect impacts and which is
considered essential for the
conservation of the species.

Subsection 4(f)(4) of the Act requires,
to the maximum extent practicable, that
any proposal to determine Critical
Habitat be accompanied by a brief
description and evaluation of those
activities which, in the opinion of the
Secretary, may adversely modify such
habitat if undertaken, or may be
impacted by such designation. Such
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activities are identified below for this
species, It should be emphasized that
Critical Habitat designation may not
affect all of the activities mentioned
below, as Critical Habitat designation
only affects Federal agency activities
through Section 7 of the Act.

Any activity which would
significantly disturb the soil, topography
or other physical and biological'
comnponents of the area where
Stephanomeria malheurensis occurs
would adversely modify its Critical
Habitat. Land uses in the immediate
locality of the population and in its
surroundings must be carefully
regulated to prevent such modifications.
This might require restricting mining
activities within and perhaps near the
area in order to prevent adverse direct
and indirect impacts. Since access to
zeolite on BLM land is regulated by the
Mining Law of 1872, the effect of this -
species' listing and Critical Habitat
designation on the mining activity is
uncertain (cf. BLM, n.d.; Sheridan 1977,
1978]. Cooperative efforts'b~tween the
Anaconda Company, the BLM, the,
Service, and any others so as to avoid
damage to the species and its habitat
are certainly indicated.

Sebsection 4(b)(4) of the Act requires'
the Service to consider economic and
other impacts of specifying a particular
area as Critical Habitat. The Service has
prepared a draft impact analysis and
believes at this tine that economic and
other impacts of this action are not
significant for the foreseeable future.
-The area proposed as Critical Habitat
for Stephanomerfa malheurensis is
already being protected by the BLM, and
represents only about 5 percent of the
3,000 acre area with mining claims by
the Anaconda Company. The exact
distribution of the subsurface deposits
of zeolite are unknown, so that their
relationship to the habitat requirements
of the species cannot be determined.
Furthermore, it is not know whether the
zeolite is commercially exploitable in
this area, and if it is, whether Section 7
would provide protective regulation for
the species and its Critical Habitat.

The Service has contacted the Bureau
of Land Management, which has
jurisdiction over the land under
consideration in this proposed action,
and the Anaconda Company, which has
the mining claims on the land where thd
species occurs, The BLM, other
interested Federal agencies, the
Anaconda Company, and other
interested persons or organizations are
requested to submit information on
economic or other impacts of the
proposed action. The Service will

prepare a final impact analysis prior to
the time of final rulemaking.

Effects of'This Proposal If Published As
a Final Rule

I addition to the effects discussed'
above, the effects of this proposal if
published as a final rule would include,
but would not necessarily be limited to,
those mentioned below.

Subsection 7(a) of the Act, as
amended, recuires Federal agencies to
evaluate their actions With respect to
any species which is proposed or listed
as Endangered, and any proposed or
designated Critical Habitat. Prdvisions
for Interagency Cooperation
implementing this section are codified at
50 CFR Part 402. New regulations to
accommodate amendments to Section 7
are in preparation. This proposed rule
requires Federal agencies to confer with
the Director on any of their actions
which 'are likely to jeopardize this
proposed species, or adversely modify
its proposed Critical Habitat. If
published as-a final rule, Federal
agencies would be required to insure
that actions they authorize,. fund or
carry out are not likely to jeopardize the
continued existence of this species, or
adversely modify its Critical Habitat.

The only known potential action
which may be affected by the
Endangered Species Act is the zeolite
mining by private interests planned for
the Federal land in the immediate area
which includes the proposed species
and its Critical Habitat. As the Federal
land management agency, the Bureau of
Land Management would be responsible
for carrying out the intentions of the
Endangered Species Act on this land.
The Mining Law of 1872, however, may
restrict the authority of the BLM to
regulate mining activities of locatable
minerals, including zeolite. Voluntary or
mandatory protection of this species and
its habitat will require cooperation
between the BLM, the private mining
interests, and the U.S. Fish and Wildlife
Service.

The Act and implementing regulations
published in the June 24, 1977, Federal
Register (4ZFR 32373-32381) set forth a
series of general trade prohibitions and
exceptions which apply to all
Endangered plant species. The
regulations are found at §17.61 of 50
CFR and are summarized below. With
respect to Stephanomerkr malheurensis
all prohibitions of Section 9(a)(2) of the
Act, as implemented by § 17.61, would
apply. These prohibitions, in part, would
make it illegal for any person subject to
the jurisdiction of the United States to
import or export, transport in interstate
or foreign commerce in the course of a
commercial activity, or sell or offer for

sale this species in interstate or foreign
commerce. Certain exceptions would
apply to agents of the Service and State
conservation agencies, The Act and 50
CFR 17.62 and 17.63 also provide for the
issuance of permits to carry out
otherwise prohibited activities involving
Endangered species, under certain

,-circumstances. No such trade In this
- species is known. It is anticipated that

few permits involving the spebies would
ever be requested.

If this plant is listed as an Endangered
species arid its Critical Habitat
designated, certain conservation
authorities would become available and
protective measures may be undertaken
for it. These could include increased
management of the species and Its
habitat, the provision of two-thirds
Federal (and one-third State) funds for
the species should Oregon qualify for a
cooperative agreement under Subsection
6(c)(2) of the Act, and the development
of a recovery plan for the species as
spacified in Subsection 4(g).

If listed as Endangered under the Act,
the Service will review this species to
determine whether it should be
considered for the Convention on
Nature Protection and Wildlife
Preservation in the Western Hemisphere
for placement upon its Annex, and
whether it should be considered for
other appropriate international
agreements.

National Environmental Policy Act
A draft Environmental Assessment

has been prepared In conjunction with
this proposal. It is on file In the Service's
Portland Regional Office, 700 NE
Multnomah Street, Suite 550, Portland,
Oregon, and may be examined by
appointment during regular business
hours. A determination will be made at
the time of final rulemaking as to
whether this is a major Federal action
which would significantly affect the
quality of the human environment
within the meaning of Section 102(2)(C)
of the National Environmental Policy
Act of 1969 (40 CFR Parts 1500-1500),

Public Comments Solicited
The Director intends that the rules

finally adopted will be as accurate and
effective as possible in the conservation
of each Endangered species, Therefore,
any comments or suggestions from the
public, other concerned governmental
agencies, the scientific community,
industry, private interests, or any other
interested party concerning any aspect
of this proposed rule are hereby
solicited. Comments particularly are
sought concerning.

(1) Biological or other relevant data
concerning any threat (or the lack

I
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thereof) to the species included in this
proposal;

(2) The location of any population of
Stephanomeria malheurensis and the
reasons why any habitat of this species
should or should not be designated as
Critical Habitat;

(3) Additional information concerning
the range and distribution of this
species;

(4) Current or Wanned activities in the
subject area and the probable impact of
such activities on the area designated as
Critical Habitat; and

(5) The foreseeable economic and
other impacts of the Critical Habitat
designation of Federal activities.

Final promulgation of a rule on
Stephanomeria malheurensis will take
into consideration any comments and
additional information received by the
Director, and such communications may
lead him to adopt a final rule that differs
from this proposal.

Public Meetings

The Service hereby announces that a
public meeting and a public hearing will
be held on this proposed rule. The public
is invited to attend the meeting and to
present opinions and information on the
proposal. Specific information relating
to the public meeting and the public
hearing is set out below:

Public Meeting
Place: Museum Club Room. 18 West D. Street,

Bums, Oregon
Date: November 13, 1980
Time: 10:00 a.m.
Subject- Malheur wire-lettuce

Public Hearing
Place: Museum Club Room. 18 West D. Street,

Burns. Oregon
Date: December 2, 1980
Time: 10:00 a.m.
Subject: Malheur wire-lettuce

This proposal is published under the
authority contained in the Endangered
Species Act of 1973, as amended (16
U.S.C. 1531 et seq.; 87 Stat. 884, 92 Stat.
3751, 93 Stat. 1225). The primary authors
of the proposed rule are Bruce
MacBryde, Office of Endangered
Species, Washington, D.C. (703/235-
1975) and Peter A. Stine, Endangered
Species Staff, Portland Regional Office,
Portland, Oregon (503/231-6131).
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Regulations Promulgation

Accordingly, it is hereby proposed to
amend Part 17. Subchapter B of Chapter
I. Title 50 of the Code of Federal
Regulations, as set forth below:

1. It is proposed to amend § 17.12 by
adding, in alphabetical order, the
following to the list of plants:

2. It is further proposed that § 17.96(a)
be amended by adding the Critical
Habitat of Stephanomeria malheurensis
after that of Asteraceae (Echinacea
tennesseensis as follows:

§ 17.96 [Amended]

Asteraceae

Stephanomeria malheurensis
Malheur wire-lettuce

Oregon. Harney County- the lands west of
State highway 205 within the SE% of the
NE and NE A of the SE11, Section 11; and
W of the SW A of the NW4, and the SWY4
of the NEIA of SW,. Section 12. T27S, R30E,
Willamette Meridian.

Dated October 27,1980.
Robert S. Cook,
Director Fish and Wildlife Service.

IFR Doe. -&R Fded 8:-3o408.43 aml
DlWHG COoE 4310-5&-M

§ 17.12 Endangered and threatened plants.

speaes Whe Cu" SP
H_ _oc nmge Stesu kd hbO t 00s

Soenbf c name Common name

Asteraceae-Aster fanal
Sephanomena maotrewnst- Maiheur we-4etce USA. (OR) E NA 17 9ft NA
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This section of the FEDERAL REGISTER
contains documents other than rules or
proposed rules that are applicable to the
public. Notices of hearings and
investigations, committee meetings, agency
decisions and rulings, delegations of
authority, filing of petitions and
applications and agency statements of
organization and functions are examples
of documents appearing in this section.

DEPARTMENT OF AGRICULTURE

Rural Electrification Administration

Colorado-Ute Electric Assbciation,
Inc., Montrose, Colo.; Proposed Loan
Guarantee

Under the authority of Pub. L. 93-32
(87 Stat. 65) and in conformance With
applicable agency policies and
procedures as set forth in REA Bulletin
20-22 (Guarantee of Loans for Bulk
Power Supply Facilities), notice is
hereby given that the Administrator of
REA will consider providing a guarantee
supported by the full faith.and credit of
the United States of America for a loan
in the approximate amount of
$13,600,000 to Colorado-Ute Electric
'Association, Inc., of Montrose,
Colorado. These loans will be used to
finance the construction of headquarters
and maintenance facilities.

Legally organized lending agencies
capable of making, holding and
servicing the loan proposed to be
guaranteed may obtain information on
the proposed program, including the
engineering and economic feasibility
studies and the proposed schedule for
the advances to the borrower of the
guaranteed loan. funds from Mr. John J.
Bugas, Manager, Colorado-Ute Electric
Association, Inc., P.O. Box 1149,
Montrose, Colorado 81401.

In order to be considered, proposals
must be submitted on or before
December 1, 1980 to Mr. Bugas. The right
is reversed to give-such consideration
and make such evaluation or other
disposition of all proposals received, as
Colorado-Ute Electric Association, Inc.,
and REA deem appropriate. Prospective
lenders are'advised that the guaranteed
financing for this project is available
from the Federal Financing Bank under
a standing agreement with the Rural
Electrification Administration.

Copies of REA Bulletin 20-22 are
available from the Director, Office of

Information and Public Affairs, Rural
Electrification Administration, U.S.
Department of Agriculture, Washington,
D.C. 20250.

This program is listed in the Catalog
of Federal Domestic Assistance as
10.850-=Rural Electrification Loans and
Loan Guarantees.

Dated at Washington, D.C., this 24th day of
October, 1980.
Robert W. Feragen,
Administrator, RuralElectrification
Administration.
[FR Dor. 80-33918 Filed 10-30-80 8.45 am]

BILUNG CODE 3410-15-M

East Kentucky Power Cooperative;
Final Environmental Impact Statement

Notice is hereby given, that the Rural
Electrification Administration as lead
agency has prepared a Final
Environmental Impact Statement in
accordance with Section 102(2)(C) of the
National Environmental Policy Act of
1969, in connection with a loan
guarantee for East Kentucky Power
Cooperative (East Kentucky), P.O. Box
707, Winchester, Kentucky 40391. The
U.S. Environmental Protection Agency,
Region IV; U.S. Army Corps of
Engineers, Louisville District; U.S.
Department of the Interior (U.S. Fish and
Wildlife Service) and Kentucky
Department for Natural Resources and
Environmental Protection have acted as
cooperating agencies during the NEPA
lrocess.

The loan guarantee would allow East
Kentucky to secure funds required for
the construction of a proposed steam-
electric generating station near Trapp,
Clark County, Kentucky. The project
consists of two 650 MW (gross) coal-
fired generating units scheduled for
operation in 1984 and 1987, respectively,
and ancillary facilities. Proposed electric
transmission associated with the project
involves three 345 kV lines from the
Smith Plant to-the Avon Substation, (23
km), to the Maggard Substation (92 kin),
to the Brodhead Substation (59 km); one
161 kV line from Brodhead Substation to
TynerSubstation (44.7 km); and four 138
kV lines from the Smith Plant to Lake
Reba (14.8 kin), Stanton (19.6 km),
Spencer Road (24.9 kin), and the Dale
Station (13.2 kin). The project will
provide a reliable source of electrical
power to fill existing and projected
future needs of East Kentucky's member
distribution cooperatives:

The Kentucky Department for Natural
Resources and Environmental Protection
published a public notice of Preliminary
Determination under the regulations for
Prevention of Significant Air Quality
Deterioration (PSD) on May 27, 1980,
EPA-completed its review. Final
determination relative to giving
approval to construct the facility under
PSD regulations, 40 CFR 52.21 was
issued August 21, 1980.

The U.S. Environmental Protection
Agency also proposes to issue a
National Pollutant Dischdrge
Elimination System (NPDES) Permit.,
NPDES and application number
KY0055972. The NPDES Permit contains
limiations on the amounts of pollutants
of the Clean Water Act (33 U.S.C.
Section 1251 et seq.) and other lawful
standards regulations. A revised draft
NPDES Permit is included in this Final
Environmental Impact Statement,

The Kentucky Department for Natural
Resources and Environmental Protection
has certifi~d the discharge(s) in
accordance with the provisions of
Section 401 of the Clean Water Act (33
U.S.C. Section 1251 et seq.) on August
21, 1980.

Additional information on the
proposed project may be secured from
Mr. Frank W. Bennett, Director, Power
Supply Division,, Rural Electrification
Administration, U.S. Department of
Agriculture, Washington, D.C. 20250,
telephone (202) 447-6183.

Copies of the Federal Final
Environmental Impact Statement have
been sent to various Federal, State and
local agencies, as outlined in the Council
on'Environmental Quality regulations,
Limited supplies of the Final
Environmental Impact Statement are
available upon request to Mr. Bennett at
the address given above. Copies of the
Final Environmental Impact Statement,
which includes the Environmental
Analysis, Preliminary Determination
and revised draft NPDES Permit, may be
examined during regular business hours
at the East Kentucky headquarters
building and at the following locations:
Rural Electrification Administration (USDA),

14th and Independence Avenue, SW.,
Room 5829, Washington, D.C. 20250

U.S. Environmental Protection Agency,
Region IV, 345 Courtland Street, NE.,
Atlanta. Georgia 30308

Kentucky Department for Natural Resources
and Environmental Protection, Century
Plaza-U.S. 127 South, Frankfort, Kentucky
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Libraries
Clark County Library. 109 S. Main Street,

Winchester, Kentucky 40391
Kennedy Memorial Library. West Library.

Kentucky 41472
Lexington Public Library, 251 West 2nd

Street. Lexington. Kentucky 40500
Mt. Sterling Public Library, 117 West High

Street. ML Sterling, Kentucky 40353
Madison County Public Library. 345

Lancaster Avenue. Richmond. Kentucky
40475

Menifee County Public Library, Frenchburg,
Kentucky 40322

Powell Public Library. Court Street, Stanton,
Kentucky 40380

Owsley County Public Library. Boonesville,
Kentucky 41314

Persons, organizations and agencies
wishing to comment should do so in
writing within 30 days and address their
correspondence to Mr. Bennett of REA
at the address given above.

Final REA action pursuant to this
proposed East Kentucky project
(including any release of funds) will be
taken only after REA has reached
satisfactory conclusions with respect to
its environmental effects and after
procedural requirements set forth in the
National Environmental Policy Adt of
1969 and any requirements of other
environmentally related statutes,
regulations and Executive Orders have
been met.

This Federal Assistance Program is
listed in the Catalog of Federal Domestic
Assistance as 10.850-Rural
Electrification Loans and Loan
Guarantees.

Dated at Washington, D.C.. this 24th day of
October 1980.
Robert W. Feragen,
Administrator, Rural Electrification
Administration.
IFR Do. 8o-33917 Filed I0-30--t. &45 am)
BILLING CODE a410-15-M

United Power Association and
Cooperative Power Association; Draft
Environmental Impact Statement

Notice is hereby given that the Rural
Electrification Administration has
prepared a Draft Environmental Impact
Statement (DEIS) in accordance with
Section 102(2)(C) of the National
Environmental Policy Act of 1969, in
connection with a request for a loan
guarantee commitment from the Rural
Electrification Administration from
United Power Association of Elk River.
Minnesota, and Coopertative Power
Association of Minneapolis. Minnesota.
This loan guarantee Commitment is
planned to assist in obtaining financing
for the construction of a 345 kV
transmission line from the Sherburne
County Substation near Becker.

Minnesota, to the Benton County
Substation, near St. Cloud. Minnesota.

Additional information may be
secured on request, submitted to Frank
W. Bennett, Director. Power Supply
Division, Rural Electrification
Administration, U.S. Department of
Agriculture, 14th and Independence
Avenue, S.W., Washington, D.C. 20250.
Phone: (202) 447-6183. Comments are
particularly invited from State and local
agencies which are authorized to
develop and enforce environmental
standards, and from Federal agencies
having jurisdiction by law or special
expertise with respect to any
enviornmental impact involved from
which comments have not been
requested specifically.

Copies of the REA DEIS are being sent
to various Federal, State and local
agencies, as outlined in the Council on
Environmental Quality regulations.
Copies are available upon request to Mr.
Bennett at the previously indicated
address. The DEIS may be examined
during regular working hours at the
offices of REA in the South Agriculture
Building, 14th Street and Independence
Avenue, S.W., Washington, D.C., or at
the office of United Power Association
in Elk River, Minnesota.

Comments concerning the
environmental impact of the
construction proposed should be
addressed to Mr. Zoller at the address
given above. Comments must be
received on or before December 15,
1980, to be considered in connection
with the proposed action.

This DEIS has been developed by
REA and the Minnestoa Environmental
Quality Board (MEQB), Room 100,
Capitol Square Building, 550 Cedar
Street, St. Paul, Minnesota 55101, as
joint lead agencies pursuant to Section
1501.5(b) of the Council of
Environmental Quality regulations.
MEQB which has approval authority for
the routing of high voltage transmission
in Minnesota, issued their DEIS for the
subject project on July 10, 1980.

Final REA action with respect to this
matter (including any release of funds)
will be taken only after REA has
reached satisfactory conclusions with
respect to its environmental effects and
after requirements set forth in the
National Environmental Policy Act of
1969 have been met.

This program is listed in the Catalog
of Federal Domestic Assistance as
10.850--Rural Electrification Loans and
Loan Guarantees.

Dated at Washington. D.C., this 24th day of
October1980.
Robert W. Feragen.
Administrator.
IFP. Doc 191N Fddt-OO 4

BILLING CODE 340AI-I-u

Office of the Secretary
National Advisory Council on Child

Nutrition; Meeting

Correction

. In FR Doe. 80-32895 appearing on
page 70528 in the issue for Friday,
October 24. 1980, third column, second
line from the bottom of the paragraph,
the zip code should read "20250".
BLLING CODE 1506-01-M

Soil Conservation Service

North Fork Forked Deer River
Watershed, Tenn.

AGENCY: Soil Conservation Service, U.S.
Department of Agriculture.
ACTION: Notice of authorization of
Federal assistance in the installation of
works of improvements.

FOR FURTHER INFORMATION CONTACT.
Mr. Donald C. Bivens, State
Conservationist. Soil Conservation
Service. 675 U.S. Courthouse, Nashville,
Tennessee 37203, telephone number
(615) 749-5471.
NOTICE: Federal assistancerin the
installation of works of improvement
under the authority of the Watershed
Protection and Flood Prevention Act (16
U.S.C. 1001-1008 has been authorized
for the North Fork Forked Deer River
Watershed. Tennessee.

(Catalog of Federal Domestic Assistance
Program No. 10.904. Watershed Protection
and Flood Prevention Program. Office of
Management and Budget Circular A-95
regarding State and local clearinghouse
review of Federal and federally assisted
programs and projects is applicable]

Dated. October 21,1980.
Joseph W. Hass,
Acling Chief.
IR 0- c ao-zI&a Fil IG-3o-.W. &43 a=l
BILLING CODE 5410-1S-U

CIVIL AERONAUTICS BOARD

[Dockets 38224 and 37501; 80-10-1491

Perklomen Airways, Ltd.; Order

October 24.1980.
Petition of Perkiomen Airways, Ltd.

for compensation for losses sustained in
providing compulsory service at
Hazleton, Pennsylvania.
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By Order 79-10-159, October 25, 1979,
the- Board defined essential air service
for Hazleton as two round trips per day,
five days per week, offering a minimum
of 10 seats in each direction between
Hazleton and either New York or
Philadelphia. It was determined that
service must be provided by aircraft
having at least two engines, two pilots
and unimpeded cabin entry through .
airstairs or similar type access. To date,
the Board has not selected a carrier to
provide essential air service at Hazleton
which had not had air service since 1977
until April 15, 1980, when Perkiomen
Airways, Ltd. (Perkiomen) inaugurated
Hazleton-Philadelphia service. On May
27, 1980, Perki6ien filed a 30-day notice
of its intent to terminate service,
however, by Order 80-6-152, the Board
required Perkiomen to continue "
providing service until June 26, 1980.1

On July 3,1980, Perkiomen submitted
a petition for advance compensation for
the period June 26 through July 26,1980
in which it estimated losses of $24,406,
exclusive of profit element, utilizing
Navajo equipment. On July 10, 1980, an
operational audit of Perkiomen was
corducted by the Board's staff who
discovered that Perkiomen was actually.
providing this service with a Piper
Apache, a four-passenger airplane that
does not meet the requirements for
providing essential air service in .this
market. Staff then requested that the
Federal Aviation Administration's
(FAA) General Aviation-District Office
in Allentown determine which
equipment Perkiomen actually used and
the number of flights performed during
the June 26-July 26 period. The FAA'
reported (by letter dated July 23,1980)
that Perkiomen operated Navajo
equipment during July 10-July 18 in -
performing twelve round trips, but that
during all of June through July 10 it used
a Piper Apache in performing 24 round
trips. In a letter dated July 30, 1980, staff
requested data from Perkiomen
indicating losses incurred from its
Navajo operations during July 10-July
26, 1980. In its letter of August 4,
Perkiomen supplied additional data
pertaining to its July 10-26 operations
and acknowledged that it had in fact
operated the Apache during June 26-:July
9, 1980.

On October 2, 1980, Perkiomen
submitted an application for
compensation for losses for the period
June 26-August 24, 1980 and requested
that the July 3 petition be either
withdrawn and substituted by the

',We have since extended Perkiomen's obligation
for additional 30-day increments.

instant application or amended entirely
by the instant application. Perkiomen
has claimed losses of $4,562 for its
Apache operations and $30,654 for its
Navajo operations, exclusive of a profit
element.

2

In our review of Perkiomen's Navajo-
service subsidy need, we have made
various adjustments the net effect of
which is to reduce its subsidy need from
$30,654 to $29,689, exclusive of profit
element, during the period July 10-:-
August 24, 1980. We will not now
compensate Perkiomen for losses'
experienced from its Apache operations
but will consider this matter in setting a
final rate.

Accordingly, pursuant to the Federal
Aviation Act of 1958, as amended,
particularly § § 102, 204, 419 and 1002(d)
thereof, and the regulations promulgated
in 14 CFR 302 and 304:

1. We set the interim level of
compensation for losses sustained by
Perkiomen Airways, Ltd. by virtue of its
provision of essential air service to
Hazleton, Pennsylvania at $225.91 for
each scheduled flight completed using
Navajo equipment beginning July 10,
1980, subject to a maximum
compensation per 30-day period of
$903.64 per day times the number of
weekdays;

2. This proceeding shall remain open
pending entry of an order fixing the final
ratd'of compensation and the amount of
such rate of compensation may be the
same as, lower than, or higher than the
interim rate of compensation set here;
and.

3. We shall serve this order upon all
parties to this proceeding.

We shall publish this order in the
Federal Register.

By the Civil Aeronahtics Board.
Phyllis T. Kaylor,*
Secretary.
IFR Doc. 80-33970 Filed 10-30-80 8:45 am]

BILLING CODE 6320-01M

[Docket 37392; 80-10-147]
Transatlantic, Transpacific and Latin
American Service Mail Rates
Investigation; Order Fixing Final
Service MaiI Rates

By Order 80-10-31, served October 10,
1980, we directed all interested persons

- -I brief. Perkiomen had applied for advance
compensation. for performing essential air service

-when in fact it had not operated the required
number of flights nor had it operated equipment
meeting our specifications for performing this
service for part of that period. The-Bureau of
Domestic Aviation has referred this matter to the
Bureau of Consumer Protection for its review. It is

to show cause why the Board should not
establish the international service mail
rates proposed therein as final rates of
compensation for the period October 1
through December 31,1980.

Trans World Airlines, Inc. an4 Pan
American World Airways, Inc, have
filed notices of objection and answers to
Order 80-10-31. Both carriers reiterate
their earlier objections to the proposed
rates since they are based on the same
methodology which they are challenging
in the United States Court of Appeals
for the Second Circuit.' Otherwise, they
have no objection to the proposed rates.

Since the answers filed raise no
material issue of fact concerning the
rates proposed for the final quarter of
calendar year 1980, we deem all further
procedural steps waived short of fixing
the final rates.

Therefore, in accordance with the
Federal Aviation Act of 1958, as
amended, particularly §§ 204(a) and 400,
the Board's Procedural Regulations
promulgated in 14 CFR, Part 302, and the
authority delegated by the Board in its
Organization Regulations, 14 CFR
385.16(g).

1. We make final the tentative
findings and conclusions set forth In
Order 80-10-31.

2. The fair and reasonable rates of
compensation to be paid in their entirety
by the Postmaster General in
accordance with the provisions of
section 406 of the Federal Aviation Act
of 1958, as amended, to the carriers for
the transportation by aircraft of space-
available mail, military ordinary mail
and all other mail over their respective
routes in the Atlantic. Pacific, and Latin
American rate areas, 2 the facilities used
and useful therefor, and the services
connected therewith, for theperiod from
October I through December 31, 1980, or
until further Board order, are those set
forth in the attached Appendix,3 '

3. The fair and reasonable temporary
rates of compensation for the
transportation of mail by aircraft in
international services for the period
from January 1, 1981, until further Board.

not the Board's Intention to determine Perklomen's
compliance with § 419 or Board orders requiring it
to continue serving Hazleton In this order tho Intent
of this order is merely to determine an Interim
compensatory rate for its Navajo service.

I Trans WorldAirlnes. Inc. v. Chil Acronautlcs
Boar4. Docket No. 79-4131 and Pan American
WiodAinvays, hIc. v. Civl Aeronautics Board,
Docket No. 79-4132.

'The Atlantic, Pacific and Latin American rate
- areas aredelineated in Attachments 1, 2. and 3,

respectively, to Order 79-7-17.
"Appendix is on file with the original at the,

Office of Federal Register,
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order shall be the final rates established
for the period October 1 through
December 31, 1980.

4. The terms and conditions
applicable to the transportation of each
class of mail at the rates established
here are those set forth in Order 79-7-
16.

5. A copy of this order shall be served
upon all parties to this proceeding.

Persons entitled to petition the Board
for review of this order in accordance
with the Board's Regulations, 14 CFR
385.50, may file such petitions within ten
days after the service date of this order.

We shall make this order effective
and an action of the Civil Aeronautics
Board upon expiration of the above
period unless a petition for review is
filed or the Board gives notice that it
will review this order on its own motion.

We shall publish this order in the
Federal Register.

By Julien R. Schrenk, Chief, Domestic Fares
& Rates Division. Bureau of Domestic
Aviation.
Phyllis T. Kaylor,
Secretary.
[FR Dc. 80-3397 Fled 10-30- 46 am]

BILUNG CODE 6320-01-M

DEPARTMENT OF COMMERCE

Maritime Administration

Construction of One 83'-6" Twin
Screw Steel Landing Craft; Intent To
Compute Foreign Cost

Notice is hereby given of the intent of
the Maritime Subsidy Board, pursuant to
the provisions of Section 502(b) of the
Merchant Marine Act, 1936, as amended,
to compute the estimated foreign cost of
the construction of one 83'-6" twin
screw steel landing craft.

Any person, firm or corporation
having any interest (within the meaning
of Section 502(b)) in such computations
may file written statements by the close
of business on November 10, 1980, with
the Secretary, Maritime Subsidy Board,
Maritime Administration, Room 3099B,
Department of Commerce Building. 14th
& E Streets NW., Washington, D.C.
20230.

Dated: October 27,1980.
By Order of the Maritime Subsidy Board,

Maritime Administration.

Robert J. Patton, Jr.,
Secretory.
[FR DoM 80-33858 Filed 10-f 8:45 am]

BILLING CODE 3510-15-M

National Bureau of Standards

Magnetic Tape Labels and File
Structure for Information Interchange
Issuance of Federal Information
Processing Standard

Correction

In FR Doc. 80-32313 appearing at page
68990 in the issue of Friday, October 17,
1980, make the following changes:

(1) On page 68991, second column,
third paragraph from bottom, second
line, "X.23-1974," should be corrected to
read "X3.23-1974.".

(2) On page 68992, first column, last
paragraph, second line, "following
"mechanisms described" should be
corrected to read "following
"mechanisms" described".

(3) On page 68992, second column, line
6, "language separately" should be
corrected to add "language supplied
with the computer system (Federal or
ANSI) shall be separately".

(4) On page 68992, second column,
sixth complete paragraph, third line,
"languages for" should be corrected to
read "languages or".

(5) On page 68992, third column,
second complete paragraph, line 1,
"Dpetiona1" should be corrected to read
"optional".

BILLING CODE 1506-01-U

Approval of Federal Information
Processing Standard Microfilm
Readers

Under the provisions of Pub. L, 89-306
(79 Stat. 1127; 40 U.S.C. 759{n) and
Executive Order 11717 (38 FR 12315,
dated May 11 1973), the Secretary of
Commerce is authorized to establish
uniform Federal automatic data
processing standards. On June 23,1980,
notice was published in the Federal
Register (45 FR 42001--42002) that a
standard for Microfilm Readers was,
being proposed for Federal use.
Interested parties were invited to submit
written comments concerning this
proposed standard to the National
Bureau of Standards (NBS).

The written comments submitted by
interested parties and other material
available to the Department relevant to
this standard were reviewed by NBS.
On the basis of this review, NBS
recommended to the Secretary his
approval of the standard as a Federal
Information Processing Standard
(FIPS),and prepared a detailed
justification document for the
Secretary's review in supporfof that
recommendation. The purpose of this
notice is to announce that the Secretary
has approved the standard as a FIPS,
and that the standard shall be published

as FIPS Publication 84. The provisions of
the standard are effective on October
31. 1980.

The detailed justification document
which was presented to the Secretary,
and which includes an analysis of the
written comments received, is part of
the public record and is available for
inspection and copying in the
Department's Central Reference and
Records Inspection Facility. Room 5317,
Main Commerce Building. 14th Street
between Constitution Avenue and E
Street, NW., Washington, D.C. 20230.

The objective of this standard is to
facilitate effective information
interchange when the information is
recorded on mircoforms generated by
computer systems. The standard defines
the minimum acceptable image quality
for microfilm reading devices for the
display of computer output microforms.
It also sets requirements for heat and
noise factors associated with the safe
use of such reading devices.

The approved FIPS contains two
portions: (1) An announcement portion
which provides information concerning
the applicability, implementation, and
maintenance of the standard and (2] a
specifications portion which deals with
the technical requirements of the
standard. Only the announcement
portion of the standard is provided in
this notice. With ceitain qualifications
noted in the announcement portion, this
FIPS represents the adoption of
American National Standard MS20-
1979. Microfilm Readers.

By arrangement with the American
National Standards Institute and the
National Micrographics Association
interested parties may purchase copies
of this standard, including the
specifications portion, from the National
Technical Information Service (NTIS).
Specific ordering information from NTIS
for this standard is set out in the Where
to Obtain Copies section of the
announcement portion of the standard.

Persons desiring further information
abodt this standard may contact Mr.
Thomas Bagg, System Components
Division, Center for Computer Systems
°Engineering, Institute for Computer
Sciences and Technology. National
Bureau of Standards, Washington, D.C.
20234, (301) 921-3723.

Dated: October 27,1980.
Ernest Ambler,
Director.

Federal Information Processing Standards
Publication 84
Announcing the Standard for Microftilm
Readers

Federal Information Processing Standards
Publications are issued by the National
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Bureau of Standards pursuant to section
111(f)(2) of the Federal Property and
Administrative Services Act of 1949, as
amended, Pub. L. 89-306 79 Stat. 1127),
.Executive Order 11717 (38 FR 12315, dated
May 11, 1973) and Part 6 of Title 15 Code of
Federal Regulations (CFR).

Name of Standard. Microfilm Readers.
Category of Standard. Hardware Standard,

Computer Output Microfilm Readers.
Explanation. This standard proviAes the

minimum levels of image quality,
illumination, and related characteristics for
equipment that displays computer-generated
microforms which are made in accordance
with Federal Information Processing
Standards Publication (FIPS PUB) 54,
Computer Output Microform (COM) Formats
and Reduction Ratios, 16m mn and 105 mm.
This standard also contains sections on
maximum safe termperatures and maximum
acceptable noise levels.

Approving Authority. Secretary of
Commerce.

Maintenance Agency. Department of
Commerce, National Bureau of Standards
(Institute for Computer Sciences and
Technology).

Cross Index. American National Standard
for Microfilm Readers (ANSI/NMA MS20-
1979).

Related Documents. Federal Information
Processing Standards Publication, Computer
Output Microform (COM) Formats and
Reduction Ratios, 16 mm. and 105 mm (FIPS
PUB 54).

Applicability. Tis standard is applicable
to the acquisition of microform readers usdd
by Federal agencies to display computer-
generated microforms.

Users of existing equipment are
encouraged to employ this standard.
Equipment not in accordance with this
standard should be evaluated periodically by
Federal agencies because readers with
inadequate quality images impact on
productivity by causing misreading [errors).
and fatigue.

Specifications. This standard adopts in
whole the American National Standard for
Microfilm Readers (ANSI/NMA MS20-1979).

Qualifications. When microforms contain
characters smaller than those permitted by
FIPS PUB 54 such as in graphic art materials
or engineering drawings, the resolving power
of the reader must be increased above the
minimum level specified. Appendix A of the
standard tabulates resolving power
requirements. Appendix B of the standard
contains a list of variables of specific
features of equipment covered by this
standard to which agencies may require
conformance as appropriate to their
application requirements.

Implementation Schedule. All applicable
equlpment ordered on or after October 31,
1980 must be in conformance with this
standard unless a waiver has been obtained
in accordance with the procedure described
below.

Exceptions to this standard are made in-the
following cases:

a. For equipment installed or on brder prior
to October 31;1980. -

b. Where procurement. actions are in the
solicitation phase (i.e., Requests for Proposals

or Invitations for Bids hai'e been issued) prior
to October 31, 1980.

Waivers. Heads of agencies may request
that the requirements of this standard be
waived in instances where it can be clearly
demonstrated that there are appreciable
performance or cost advantages to be gained
and that the overall interests of the Federal
Government are best served by granting the
requested waiver. Such waiver requests will
be reviewed by and are subject to the
approval of the Secretary of Commerce. The
waiver request must address the criteria
stated, above as the justification for the
waiver.

Forty-five days should be allowed for
review and response by the Secretary of
Commerce. Waiver requests shall be
submitted to the Secretary of Commerce,
Washington, D.C. 20230; and labeled as a
Request for a Waiver to a Federal
Information Processing Standard. No agency
shall take any action to deviate from the
standard prior to the receipt of a waiver
approval from the Secretary of Commerce.
No agency shall begin any process of
implementation or acquisition of non-
conforming equipment unless it has already
obtained such approval.

Where to Obtain Copies. Copies of this
publication are for sale by the National
Technical Information Service, U.S.
Department of Commerce, Springfield,'
Virginia 22161.'(Sale of the included
specifications document is by arrangement
with the American National Standards
Institute and the National Micrographics
Association.) When ordering, refer to Federal
Information Processing Standards Publication
84 (FIPS-PUB-84), and title. Copies of
standards and documents referenced and
listed in Section 10 of the standard are
available from ANSI and NMA. Documents
with the prefix MS are available from the
National Micrographics Association, 8719
Colesville Road, Silver Spring, Maryland
20910. The other documents are available
from the American National Standards
Institute, 1430 Broadway, New York, New
York 10018. Payment may be made by check,
money order, or deposit account.
[FR Doc. 80-33916 Filed 10-30-80A45 amj
BILLING CODE 3510-13-M

National Oceanic and'Atmospheric
Administration

Caribbean Fishery Management'
Council's Scientific and Statistical
Committee; Public Meeting

AGENCY: National Marine Fisheries
Service, NOAA.
SUMMARY: The Caribbean Fishery
Management Council, established by
Section 302 of the Fishery Conservation
and Management Act of 1976 (Pub. L.
94-265), has established a Scientific and
Statistical Committee, which will meet
to examine and provide
recommendations to the Councilon the
draft fishery management plan
framework for shallow-water reef fish,

and also may consider other related
business.
DATE: The meeting, which is open to the
public, will convene on Tuesday,
November 25, 1980, at approximately
9:30 a.m., and will adjourn at
approximately 4:30 p.m.
ADDRESS: The meeting will take place at
Council Headquarters, Banco de Ponce
-Building, Room 1108, Hate Rey, Puerto
Rico.
FOR FURTHER INFORMATION CONTACT;
Caribbean Fishery Management
Council, Suite 1108, Banco de Ponce
Building, Hato Rey, Puerto Rico 00918;
telephone (909) 753-4920,

Dated: October 28,1980.
Robert K. Crowell,
Deputy Executive Director, National Marina
Fisheries Service.
[FR Dom 80-34033 Filed 10-30- W80:45ail
BILLING CODE 3510-22-M

Sea Grant Review Panel; Partially
Closed Meeting -

The Sea Grant Review Panel will meat
from 8:30 a.m, to 4:30 p.m. on November
12-13, 1980, in the 6th floor Conference
Room, Institute of Science and
Technology Building, 220 Bonisteel
Boilevard, Ann Arbor, Michigan.

The Panel was established in 1976 by
Section 209 of the National Sea Grant
Improvement Act (Pub, L. 94-401, 33
U.S.C. 1128) to advise the Secretary of
Commerce, the Administrator of the
National Oceanic and Atmospheric
Administration, and the Director of the
National Sea Grant College Program
with respect to:

(1) Sea Grant proposals, grants, and
contracts.

(2) Sea Grant fellowships.
(3) Sea Grant College and Regional

Consortia Designations.
(4) Formultion of planning guidelines and

priorities.
(5) Other matters at the Secretary's

discretion.
The Panel currently has 15 members

appointed by the Secretary of
Commerce,-with a balanced
representation of interests, including
those qualified in disciplines and fields
included in marine sciences as well as
other activities related to ocean and
coastal resources.

The Panel's meeting agenda has six
parts: (A) A presentation by the
University of Michigan Sea Grant
Program, (B) A discussion of the current
posture of Sea Grant, (C) A discusslon
of program performance evaluation
criteria and methodology, (D) A
discussion of affirmative action options,
(E) A discussion of benefits
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documentation methodology, and (F) A
discussion of Sea Grant Program
managers.

Agenda items A through E will be
open to the public, and, if time permits,
the chair will solicit oral comments by
attendees. Written statements may be
submitted at any time before or after the
meeting.

With respect to agenda item (F), the
Assistant Secretary for Administration,
with the concurrence of the General
Counsel, formally determined on
October 23, 1980, pursuant to Section
10(d) of the Federal Advisory Committee
Act, that this item may be exempt from
the provisions of the Act relating to
open meetings and public participation,
because discussion may disclose
information of a personal nature where
disclosure would constitute a clearly
unwarranted invasion of personal
privacy within the purview of 5 U.S.C.
552b(c](6).

Minutes of the open portion of the
meeting will be available 30 -lays
thereafter on written request addressed
to National Sea Grant College Program
6010 Executive Boulevard, Rockville,
Maryland 20852. For further information
contact Mr. Arthur G. Alexiou,
Executive Secretary of the Sea Grant
Review Panel, at the above address.
Telephone: (301) 443-8894.

A copy of the Determination is
available for public inspection and
copying in the Central Reference and
Records Inspection Facility, Room 5317,
Department of Commerce (202) 377-
4217.

Dated: October 28,1980.
Francis J. Balint
Acting Director, Office of Management and
Computer Systems, Notional Oceanic and
Atmospheric Administration.
IFR Doc. 80-34oso Filed 10-30 -ft :4s am]
BILLING CODE 3510-12-M

National Telecommunications and
Information Administration

Frequency Management Advisory
Council; Open Meeting

In accordance with Section 10(a) (2) of
the Federal Advisory Committee Act, 5
U.S.C. App. (1976). notice is hereby
given that the Frequency Management
Advisory Council (FMAC) will meet
from 9:30 a.m. to 3:30 p.m. on November
21, 1980, in the Aspen Room at the
National Telecommunications and
Information Administration, 1325 "G"
Street NW., Washington, D.C. (Public
entrance to the building is on "G" Street,
between 13th Street and 14th Street
NW.)

The Council was established on July

19, 1965. The objective of the Council is
to advise the Secretary of Commerce on
radio frequency spectrum allocation
matters and means by which the
effectiveness of Federal Government
frequency management may be
enhanced. The Council consists of 11
members whose knowledge of
telecommunications is balanced in the
functional areas of manufacturing,
analysis and planning, operations,
research, academia and international
negotiations.

The agenda items for the meeting will
be:

(1) Briefing on Spectrum Economics;
Mr. Dale Hatfield, Associate
Administrator, Office of Policy Analysis
& Development, NTIA.

(2) US/ITU Relationships; Discussion
of 1975 FMAC "Staff Study on the
Future Relationships of the USA with
the ITU."

(3) Report of Working Group on "ITU
Conference Preparations"--Mr. Bill
Borman.

(4) Discussion of FMAC Document;
17-80 concerning the Region 2 Broadcast
Satellite Conference 1983-Chairman.

(5) Report of Nominating
Committee-Mr. Bill Borman.

(6) Any other procedural business of
the Council.

(7) Scheduling of the next meeting.
The meeting will be open to public

observation; and a period will be set
aside for oral comments or questions by
the public which do not exceed 10
minutes each per member of the public.
More extensive questions or comments
should be submitted in writing before
November 19, 1980. Other public
statements regarding Council affairs
may be submitted at any time before or
after the meeting. Approximately 15
seats will be available for the public on
a first-come first-served basis.

Copies of the minutes will be
available on request 30 days after the
meeting.

Inquiries may be addressed to the
Council Control Officer, Mr. Charles L.
Hutchison, National
Telecommunications and Information
Administration, Room 268,1325 "G"
Street NW., Washington, D.C. 20005,
telephone 202-724-3301.

Dated: October 28.1980.
C. C. Dodson.
Committee Liaison Officer, National
Telecommunications and Information
Administration.

FR Doc -.-33M FIed 10-30-f4 s.5. aml
BILLING CODE 3510-60-1

Grant Appeals Board of the Public
Telecommunications Facilities
Program; Open Meeting

AGENCY: National Telecommunications
and Information Administration, U.S.
Department of Commerce.
ACTION: Notice.

SUMMARY: By this notice we announce
the forthcoming meeting of the Grant
Appeals Board of the Public
Telecommunications Facilities Program
(PTFP).
PURPOSE: To condider the petition of
Barbara Wheeler Gilbert, on behalf of
the Wiconi Project of the South Dakota
United Indian Association (Wiconi),
seeking reconsideration of an action of
the PTFP staff declining to accept for
filing Wiconi's application for a grant
under the Public Telecommunications
Financing Act of 1978, Pub. L No. 95-
567,92 Stat. 2405,47 U.S.C. 390, et seq.
(1978). refusing to waive the dosing date
for the filing of applications and denying
Wiconi's petition for extraordinary relief
to become the substitute applicant for
the American Indian Satellite Project.

TIME: December 5.1980, at 1.'30 p.m.

PLACE: National Telecommunications
and Information Administration, 1800 G
Street, N.W. Room 765, Washington,
D.C.
COMMENTS: Interested parties are
encouraged to submit comments on the
petition for reconsideration of Ms.
Gilbert (Appendix A). For the
convenience of such parties we have
attached a copy of a letter, dated
January 30,1980, setting forth the staff
decision rejecting Wiconi's petition for
extraordinary relief (Appendix B). An
original and seven copies of any
comments should be filed on or before
November 28,1980 with: Office of Chief
Counsel. NTIA/DOC, 1800 G Street.
N.W. Room 703, Washington, D.C. 20504.
A certificate of service must be attached
to the comments reflecting that a copy of
the comments has been served on:
Barbara W. Gilbert: Project Director,
American Indian Satellite Project, 905
6th Street, S.W. Washington, D.C. 20024.

Additional information may be
obtained from Robert Hunter, National
Telecommunications and Information
Administration, Office of Chief Counsel,
1800 G Street, N.W. Room 703,
Washington. D.C. 20504. Telephone (202)
377-1866.

L. Daniel O'Neill,
Chief Counsel.
(Catalog Program Number 11.5"0.)

July 29.1980.
Re: Your Departmental Correspondence. June
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30, 1980. The American Indian Satellite
Project. PTFP File No. 1136-T.

Mr. Henry Geller
Assistant Secretary far Commerce and

Information, US. Department of
Commerce, 1800 GStreet, N.W., Room 770,
Washington, DC 20504.
Dear Mr. Geller: In accordance with the

Rules and Regulations of the Department of
Commerce, National Telecommunications
and Information Administration, Public
Telecommunications Facilities Program;
Policy Statement which-appeared in the
Federal.Register of Thursday,,June 7,1979 at
Section 2301.33 entitled "Pitition for
Reconsideration", this document is to be
construed as an official petition for
reconsideration in-regard to the action "
referenced above concerning the American
Indian Satellite Project.

The reply will take the form of page-by-
page arguments and information thereof,
followed by an explanatory letter, so that
vital information concerning the Project will
be brought forward in the official record for -
the petition for reconsideration.

The timeliness of the situatiorr in full view
through this document we request that your
official answers concerning our provided
information, and particularly the route(s) to
be taken by NTIA in consideration of said
provided informition.

Respectfully submitted,

Barbara Wheeler Gilbert,

Project Director, American Indian Satellite
Project.

Response to June 30, 1980 Communication:
Page 1: Par. 2, L.6: Due to

comprehensiveness of grant, clearly it is not
inadequate. Cumulative scores over 300
points. Your letter quotes, "It wilt'be better to
regroup and do a more thorough job next time
around." NTIA makes the assertion that the
non-stipulative nature of the quote contained
therein is an absolute request for deferral. No'
such documentation at said writing existed.
Neither, has the group known as FACT
completed any submission or definitive work
regarding a proposal to NTIA ever-been
completed by its members. In point of fact,
that particular group of three people, Lee
Piper, Thomas Whitford and the absent
Lawrence Tekala have never even provided
official Articles of Incorporation, or IRS tax
status numbersfor further, no proper
dobumentation of its non-profit status via a
submission of minute meetings, d*ates of the-
election of officers, the date when the missing
Mr. Tekala's position on the Board was duly
substituted by a legitimate personage.
Nowhere has FACT "explicitly stated that it
will amend its application and resubmit it
next year". This is assumed by NTIA who,
from the record of FACT, has no logical
reason to do so, that FACT will provide any
work on the American Indian Satellite Project
in the future.

Par. 3 to Pg. 2: NTIA offered the "agency
theory" as an acceptable avenue for the
substitution of South Dakota United Indian
Association (Wiconi) (hereinafter SDUIA)'for
FACT to carry out grant work. Further,,NTIA
required that the "Kurt Waldheim of the

Indians" be brought !o them to provide
validation of substitution regarding the
agency theory. Mr. Russell Means,
internationally recognized Indian leader
since the early 1970's, came forward, and so
provided verbal validation before three
attorneys from NTIA, Messers. Skll, Hunter
and Soloman. During the teleconference
several persons added their knowledge of the
matter by request; Mr. Charles Poor Thunder
and Mr. John Stewart, as well as Mr. Means,
the three attorneys and Mrs. Gilbert. Mr.
Means provided personal testimony during
the teleconference on the issue of trust law ps
applicable to the issues of this entire
problem. As Means not only may be
considered an expert in such legalities, but is
a driving force and trustee to the American
Indian International Treaty Council at the
United Nations, he provided the NTIA
attorneys with legal information. and
direction to speak with Sam DeLoria of New
Mexico who, as a member of the bar, and an
American Indian, could speak to these issues
in an effort to aid the NTIA lawyers In
understanding the obligation of all federal
departments, agencies, bureaus, etc, in its
dealings with the American Indian people.
Hence, NTIA is absolutely incorrect in taking
the "word" of the BIA as regards the trust
responsibility.

NTIA has been provided with accurate
information on trust matters; both written
'and verbal, and.still has chosen to ignore its
legal obligation on the basis bf hearsay from
the BIA.

With regard to the granting of the petition
for extraordinary'relief the grant proposal
was allowed to continue for scoring. To date,
NTIA has officially not bothered to inform
the people concerned with the official scores
of the grant. There must be some meaning to
this fact when coupled with the others which
have come to light within the grant process;
i.e. that the other grantees have been notified,
monies have been decided upon, and yet,
should we have come forward, as in this
document, we clearly have, to request
reconsideration-appeal to the waiver
decision-there seems to be no finances left
for us. This peculiarity of action on the part
of NTIA can be construed to show its
sincerity in dealing with this issue. Although
much time has been devoted to denying the
American Indian Satellite Project its funding
for FY 1980, little time has been devoted to
keepihg the financial doors open just in case
a waiver appeal were to be forwarded on and
ruled upon in a positive way.

Let thii document provide the record with
the information that as NTIA requested
submissions or discussions SDUIA brought
them forward. However, when simple
remedies to NTIA's question could have been
been requested of FACT, i.e. providing
articles of incorporation, when was Mrs.
Piper elected as Chairman, with Tekala's
vacancy on the Board, was the group FACT
legitimate at the time of questions first
raising. These things are or should be on
hand at the PTFP files. However, no one at
NTIA can show proof that as a legal entity,'
FACT still exists or existed at the time of its
adversary positidn to NTIA on the
submission of SDUIA. In essence. NTIA will
not even explore these simple questions to

ascertain whether or not FACT has a legal
right to insist on the deferral of the grant until
next year when it can perhaps do a bettor
job.

Page 2: Par. 1: Barbara Gilbert has
information as to the original purpose tind
incorporation papers of FACT because she
aided Mr. Elliott in the creation of the
Articlbs of Incorporation, in wording, if
personally typing them, in procuring a lawyer
to oversee same, and in no less action than
traveling to Phoenix, Arizona to provide, at
her own expense, these official papers for
signing to Mr. Tekala, Mrs. Piper and Mr.

-Whitford, Mrs. Gilbert began working on the
American.lndian Satellite Project via the
personal request of the Project's Inceptor, Mr.
Elliot. over two years ago. As a public
comnunications specialist her services were
sought to make the Project a realistic one for
the Indian people.

When on Tuesday, January :st, 1980, Mr9,
Gilbert received a telephone call from Mr.
William Lucas of NTIA, and was Informed
that the April deadline (toward which FACT
had been aiming then) had been cancelled
and the only time for 1980 to file a grant
proposal was in January Bth, she lromedlatoly
telephoned Mr. Whitford to advise him of this
information. During that phone call Whitford
requested Mrs. Gilbert to write the proposal
as "you're the only one of us who has the
knowledge of NTIA or the background to pull
this thing together in time," When Mrs.

.Gilbert, who understood that Mr. Whitford
was the Chairman of FACT, asked him If he
would inform Mrs. Piper that she would
proceed in time to meet the deadline,
Whitford assured her that he "would take
care of Piper". To wit, a letter arrived some
weeks later to Mrs. Gilbert authorizing her to
be FACT's Washington representative.

Mrs. Gilbert's affiliation with the grant
proposal, therefore, came about because of
requests. Until the end of March, In point of
fact, when Mrs. Gilbert receive a copy of a
letter from Mrs. Piper, she was continuing to
operate under her prior FACT authorization
via phone calls and letters. When, in March,
word was received that FACT was
withdrawing, Mrs. Gilbert undertook to save
the FY 1980 funding via the proposal she had
written and sought advice from Mr, William
Lucas of NTIA. It was Mr. Lucas who offered
the avenue of waiver of the sponsoring
organization, in a phone conversation, not
only explaining same, but dictating its '
wording to Mrs. Gilbert who transcribed,

-typed and submitted said waiver. The
substitution stemming from her Interpretation
of the above cited letter from Mrs. Piper of
the FY 1980 withdrawal and her knowledge
of the perilous health conditions, among
others, of the daily lives of thousands of
American Indian people. Her motivation,
therefore, was to provide these vastly needed
services as quickly as possible. Hence,
SDUIA was sought out and agreed to be the
substitute group; Mr. Lucas was made aware
of this. He had no "in-house" problem with
the substitution for said reason(s), In work
over one and one-half years with Mr. Lucas,
it has been Mrs. Gilbert who has brought
Indian peoples' attention to NTIA: i.e.
arranging meetings and attending with Mr.
Elliott, Mr. Whitford and NTIA's own Mrs,
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Dinota. in weekly or more often, telephone
calls and meetings; Mrs. Gilbert has brought
her expertise and most of the Congressional
and indian support to the Project. It was Mrs.
Gilbert who &tablished the Advisory
Council. made-up of Indian leaders and
people who are expert in their relative fields
who donated their time, concern and advice
already to the Project and who stand ready to
do so even now.

The agency theory expressed herein at
same cite was indeed proven in the
teleconference with Mr. Means. Mr. Poor
Thunder, Mr. Stewart, Mrs, Gilbert, Mr. Skall,
Mr. Hunter and Mr. Soloman.

In summation of this p. 2, par. I citation, it
is held by Indian leaders whom we have had
the finances to contact that the substitution
of sponsoring organization from FACT to
SDUIA is not only fully justified, by
mandatory due to such immensely critical
concerns as the extremely poor health
situations found among the American indian
people. Footnote 1 on p. 2 directs its attention
to a waiver of proposal submission closing
date, "We have consistently stated that
waiver of closing date would only be
considered under the most compelling
circumstances. A sufficient demonstration
has not been made to distinguish this
situation so as to merit such a waiver." -

The following questions must be brought
forward here relative to the phrase
"compelling circumstances". What does
NTIA consider "sufficient demonstration" by
a non-founded group if'not the statistics that
the American Indian people on reservations
have the lowest form of health care delivery
and information, or the lowest sort of
educational considerations of any people
within the entire United States." Why, when
they have been told by responsible leaders
and others, do they close their ears and write
such clearly unreasonable statements? What.
indeed, is a more compelling circumstance
than this? Another year's wait for the
beginning of this vital and cost-effective
Project will mean that things will not change
for the first Americans in these areas and
that people may literally waste unto death. If
NTIA feels that this is not a compelling
circumstance, than the question is, what truly
is?

Page 3: Par. 1 and Footnote 2: The situation
of Mrs. Piper and Mr. White Bear
telegramming NTIA in opposition came five
months after the Phase I submission of the
AISP grant proposal, a month or more after
its own withdrawal of "its" proposal a month
after the attempt at substitution of sponsoring
organization. Further, it is true and apparent
that FACT, which has been offered full
standing on the Project via a multitude of
sources, holds fast to an "us (FACT) or no
one" position. When one examines the
necessities listed to NTIA in this and other
papers, for the Project to go forward, and has
freely offered and open door to FACT.
explaining the only reasons for a substitution
group was an unannounced withdrawal of
the proposal, it is extremely difficult to
understand where the priorities of FACT lie.

Clearly. SDUIA has shown, by words and
written word, often, that a year further
without grant funding will have an adverse
effect. However, as SDUIA was told to speak

with Messers. Skall. Soloman and Hunter on
a specific date, filed two supporting briefs on
the subject, by specific dates, it Is fitting to
construe that to date FACT has not brought
any substantial work or answers to NTIA for
as long as it has existed by the people who
are in it. For NTIA te withhold funding for a
grant which scored well over 300 cumulative
points, on a technicality. In favor of a group
which, thus far has provided no definative.
positive effort points to a peculiarity or
disparity in its official decision-making
process.

Page 4. Par. 2 Never specifically has N'TIA
requested anything other than the "Kurt
Waldheim" situation previously stated
herein. Mr. Means' authority or legitimacy
stands for itself, and as an American Indian
person he believes that when he answers a
question to the best of his ability, he is
swearing on his honor. Other than this
SDUIA could have brought to bear much
Congressional support as well as that of other
indian leaders, had it been requested at the
time.

Par. 3: NTIA states that the two grants
appear alike. Of course. They are wirtten and
created by Mrs. Gilbert. No question has ever
come up on that point. SDUIA assertions of
the lack of knowledge of FACT come from
those who are on FACT's board at the time of
question or those whom FACT might have
hired. Mrs. Gilbert provided the information
contained in the proposal from her twenty-
five years of public communications
experience and constant effort with the
American Indian people to provide the
services referred to herein via the AISP.

As regards Mr. Tekals. Mrs. Gilbert has
been informed that well over a year ago, his
status as a board member of FACT was void.
He left the reservation and therefore had no
tribal contact with his people or other Indian
groups of the same type. Since then, it has
been said that he has died. He therefore.
cannot be held as a person able to aid FACT
in any way this year.

As pertains to the matter of whether or not
FACT was formed by a certain number of
Indian people directly, or what its sole duties
are. without N'rA's ordering FACT to
produce its Artiles of Incorporation, board
minutes, etc., no one, on either side of the
issue can state definitively anything different
than Mrs. Gilbert has alleged. Commonly, in
law, such situations provide for anyone with
a differing opinion to produce evidence
substantiating its claim. As SDUIA cannot
have access to the FACT Articles of
Incorporation, etc. only NTIA can pro% e this
to anyone's satisfaction. At this point we .
have no proof that FACT is not a surrogate of
Indian leaders other than the word of Mr.
Means and those already associated with the
Project, seems to be the attitude of NTIA.
When no other effort was requested of
SDUIA by NTIA. it was felt that the evidence
produced and other Indian persons whose
names had been given to NTIA to re.check
these statements were sfficient.

Footnote 4- Although SDUIA was adxsed
that it was ineligible under the articles of its
own incorporation, we direct the NTIA
attorneys to re-read the articles at article IL
which states, "The purpose of this Council or
Association shall be to promote the social,

health, education. economic and spiritual -
welfare of the Indians in South Dakota and to
assist said members and persons herein
before referred to in attaining their ambitions
and assist them in the advancement of their
respective vocations; to cooperate with
Tribal Councils and effect abetter
understanding and mutual benefit of said
agencies and ourselves... to in every way
cooperate with reservations in assisting the
American Indians not living on the
reservations and to do any and all things
determined necessary for the furtherance of
the purposes herein set forth."

This information is contained in the grant
proposal. It in no way precludes SDUIA from
sponsorship of the American Indian Satellite
Project. However, SDUIA can amend its
articles to include its pursual of
telecommunications entities, if necessary and
has been so stated. This is the least of the '
problems facing this issue;, purely a matter of
a few minutes paperwork.

Page 5: Par. 1: The legality of trust laws
being relevant to all federal agencies has
been addressed herein, and is included in our
previously submitted briefs, and was
substantiated further by Mrs. Gilbert. who is
a student of such law. Mr. Means. Mr.
DeLora and the director of the Institute for
the Development of American Indian Law,
Kirke K. Kickingbird. who provided the
written information on the subject. Nine
Essays on American Indian Law, which has
been given to the NTIA attorneys concerned
with the Project. For NTIA to take the word.
over the telephone of the BIA. ignoring the
written and verbal statements of the above
listed people, and not to thoroughly check
these points in the law means that when
NTIA is searching for answers to a question
on this important issue it feels free to take
telephone information and accept same as
truth and correct. However. when American
Indian leaders and others concerned with
trust law bring forward information via
telephone conversations and written word
concerning this Issue, NMA feels free to
Ignore a question of constitutionality. This is
not dealing in fairness, nor can an issue as
vitally Important as government attorneys
Ignoring the Constitutional issue be let simply
to float by a departmental administrator.

There is no evidence to substantiate the
allegation of NTIA that SDUIA said that the
Project is so fragile that failure to continue
the application this year would dramatically
reduce the chances of it being re-filed next
year. The point made was that NTIA. due to
its dealings thus far, would not be sought to
fund the Project next year by SDUIA. That it
would move forward in the private sector.
The problem with pursuing this avenue is that
more time would lapse.

Par. 2: See comments above on this page
relative to trust law. At line 11. "It has not
withdrawn from the Project but merely
deferred its application"... "regroup and
do a more thorough job" in the FY 1981
funding round". Your attention is directed to
the entire letter written to NTIA on this
matter. It Is ambiguous and may (obviously)
be constued a number of ways. SDUIA
contEnds that if the word "withdraw" which
Is used in said letter means deferr than how
can other words be taken literally by that
party?
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Par. 3: "NTIA has been impressed by the
desire of both FACT and Wiconi to plan and
construct the Project, etc .. ". It has been
sworn and shown, by several persons, that
FACT has done nothing substantive thus far
toward forming a cohesive and realistic
satellite project. It was done by Mrs-Gilbert.
It has been shown that FACT has as its main
goal at this time to thwart any attempt at -
funding this year by any other Indian group.
The "deep regret" alluded to in Mr.
Cameron's letter, which was written in the
NTIA legal department, cannot be thought of
as a positive attribute, due to its corrent
stand.

General remarks: Outlined for your
information, Mr. Geller, are the point-by-
point arguments we have with the
presentation mnade to us in the form of the
letter from Mr. Cameron of June 30, 1980.

However, it seeins that although NTIA
speaks as though it would like to do anything
necessary to fund the grant, it won't.
Nowhere was fairness to the parties brought
out. Words were sdid, but when actions
came, they were very different indeed from
the words. Since March, the people
mentioned in this document have been
requesting all manner of different items. Each "
time one was requested, SDUIA brought the
requested material or persons forward.
Nothing changed however.

The mandate of NTIA is to provide
telecommunications services to the "have-
nots". If this is adhered to, then the American
Indian People must come first on any list
comprised of "have-nots". When FACT has
accepted telephone information and SDUIA's
information presented in the same way and
in writing cannot be accepted for use by
NTIA, then a problem exists in the avenue of
fair dealing by NTIA with both group;. See
Pg. 4, Par. 2 your June 30 letter.

If fairness is proffered by NTIA in its
dealings with SDUIA, then why, to date, have
we received no notification of our cumulative
score--or its availability-from NTIA? Why
should such a good grant, that is vital ihi its
scope be turned down on technicalities when
other acceptable legal alternatives have been
brought forward? Why did NTIA wait until
other notifications had been made to other
grantees and monies allocated to other
programs to produce the June 30th letter? We
were told, via conversationi with Mr.
Soloman, that we could submit for an appeal.
But it seems that if justice is returned in our
case, via all of the sorted information
provided to NTIA in the past and herein, that
even if our appeal is heard and ruled upon
favorably, there will be no funds left to
provide the Project so that it can go forward.
For these reasons and more we request an
appeal process to promptly be started.
Thousands of personal dollars have gone into
telephone calls and typing services and
photocopy services. This is not the way a
grant process is supposed to carry on. When
people with the knowledge and the support
and the willingness to provide the services
alluded to by the AISP grant stand ready to
carry out those services, why can it not be
done? Certainly not for the reasons laid out in
the June 30th letter.

In summation, Mr. G~ller. how, with our
history of paper work to NTIA.can it say that

we have not made our points; how with the
history of over one and one-half year's
liasion with the agency; numerous phone
calls from Indian leaders, 2 briefs, a two hour
plus oral defense with Mr. Means as
mentioned previously, 3 avenues given for
ruling favorably upon our case and the like
can NTIA denyl

It seems that NTIA has one set of
standards for one party with the Project and
another for the other party. When questions
have been raised about FACT's being duly
incorporated and possessing three board
members in good standing, NTIA has ignored
the lack of evidence and not requested same.
We seem to be faced with an awful lot of
"yes, but's".

This document is provided as an
informational one, written in conversational
tone, by me soley, because I am sincerely
interested in resolving this situation fairly.
There is no one else who had part in bringing
about this language herein. As a private
citizen who no longer has the benefit of
voluntary counsel because she no longer is
employed by the law firmn where she worked
when the two briefs were written, she hap
brought to your attention the matters relative
to the situation as she sees them. When the
government agencies ignore certain laws, i.e.
trust laws, for their own convenience and
never follow through on the issues in
substance, citizens, I feel, should take an
active part in "righting that wrong". I am
without benefit of counsel. I would like it'
otherwise so that I could be sure that I am
not putting myself in a bad situatiof.
However, the principle still applies. My
words are put forward in the spirit of
cooperation between those who may be
construed as the "have-nots" and the
government. It is my belief that this Project is
vital and timely. It has its own merits which
have achieved high rank among your NTIA
readers of proposals. I ask that the appeal
board be set up and in motion so that we can
all feel, all parties to this issue, that we have
pursued the rights of people of this land in
fairness, and no less. I stand ready to aid
your board in any way that it sees fit. Please
contact me regarding this issue so that
resolution may come about quickly.Most sincerely yours,
Barbara Wheeler Gilbert.
905 Sixth Street, S.W.
Apartment 408
Washington, DC 20024
554-0261, 554-0322
June 30, 1980.
Re: PTFP File No. i138-T, American Indian

Satellite Project.
Arnold P. Lutzker, Esquire,
Dow, Lohnes &Albertson,
Washington, D.C.

Dear Mr. Lutzker. The Wiconi Project of the
South Dakota United Indian Association
(Wiconi) , through you, has petitioned the
National Telecommunications and
Information Administration (NTIA] for
extraordinary relief. Wiconi requests that it
be substituted as the sponsoring organization
for a FY 1980 grant application that, until 1
March 13, 1980, was pending before the
Public Telecommunications Facilities
Program (PTFP). That application, submitted

by First American's Commission for
Telecommunications (FACT), sought funds
for planning the Amjerican Indian Satellite
Project (Project). We have considered your
petition and supporting material, together
with FACT's opposition and other
information on the record, and have
concluded that the petition must be denied.

By way of brief background, on January 0,
1980, FACT reactivated for the FY 1900
funding round, its deferred FY 1979 PTFP
planning grant application. However, in a
March 13, 1980, letter to the PTFP, Lee Piper,
Chairperson of FACT's board of directors,
asked that the application be withdrawn from
consideration "for this funding year" because
the board felt that "the proposal as
submitted, is inadequate .... It will be
better to regroup and do a more thorough job
next time around." (In our view, FACT was
asking that consideration of Its application be
deferred for one year. Section 2301.7 (a) and
(b) of the PTFP Rules-FACT's application
had been accepted for filing during the FY
1979 funding cycle. 44 Fed. Reg. 46,712, 40,720
(published August 8. 1979). The language of
the March 13th letter clearly shows that
FACT is not withdrawing its interest in
proceeding with the Project. Indeed, FACT
explicitly states that it will amend its
application and resubmit it next year.

In light of FACT's letter and the Importance
of the Project to the American Indian people,
Wiconi, in a March 21, 1980 letter, asked to
be substituted as the Project's sponsoring
organization so that the application could
remain in contention for a grant this year.

Based on the two letters, the Office of Chief
Counsel tentatively concluded that NTIA
could not grant the substitution in the'
absence of either FACT's endorsement or a
showing by Wiconi that FACT was acting for
another organization or agency which had the
authority to substitute another party in Its
stead for the purpose of applying for a grant,
This position was made clear over a period of
several days to Wiconi leaders,
representatives, and spokesmen. As a result,
Wiconi filed a petition for extraordinary
relief on April 18,1980. NTIA granted the
petition to the extent that processing of the
application could continue pending resolution
of sponsorship. The burdens of Initially
presenting us with facts in support of Its
agency theory and of proof were placed on
Wiconi. 45 Fed. Reg., supra, n. 1, at 30,032.

Wiconi has alleged two bases on which
NTIA can grant the substitution request: (1)
FACT is the agent of 100 Indian leaders: and
(2) the government's "trust responsibility" to
Indians. To support the agency theory,
Wiconi argues that the Project was conceived
by Jerry Chris Elliot who presented the Idea
to the leaders of 40 Indian nations, tribes and

'Early conversations with Wlconl spokespersons
indicated that the March 21st request was for
waiver of the January 9, 1980, application closing
date so that Wiconi could submit its own
application for a grant. PTFP has never waived the
closing date and we refused to do so in thig case. 45
Fed. Reg. 35,970. 36,032 IMay 28, 1980): and note 3,
Znfrt. We have consistently stated that waiver of a
closing date would only be considered under the
most compelling circumstances, A sufficient
demonstration has not been made to distinguish this
situation so as to merit such a waiver.

-- iL__ II
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organizations. These leaders. Wiconi
continues, created FACT "solely for the
purpose of applying to NTIA . . ." for a
planning grant, that this is FACT's only
purpose and that FACT's board of directors
"'reports to a constituency which consists of
leaders of the now 100 nations and tribes
concerned with the Project." Wiconi's April
25.1980 Statement in Support of the Petition
for Extraordinary Relief at 2-3. (Statement in
Support). Wiconi cites Section 274 of
Williston on Contracts (Third Edition) for the
proposition that an agency relationship can
be created-'if the facts fairly disclose" one
is acting for or representing another. And, it
is argued that because of the manner in
which FACT was created; the limitations of
its reponsibilities to merely apply for a PTFP
grant; that Barbara Gilbert actually prepared
the application for FACT's board, but was
not affiliated with FACT; and that FACT's
board reports to the Indian leaders shows
that the leaders are the principal and FACT
their agent. From this, Wiconi concludes that
the leaders substituted it as the sponsoring
organization after FACT deferred the
application so that the Project would
continue to be considered for a grant this
year

In phone conversations NTIA's Deputy
Chief Counsel starting on April 17th and in a
May 7.1980 telegram FACT representatives
Lee Piper and Bernie Whitebear opposed the
substitution request 2. as well as the
possibility of filing jointly with Wiconi this
year.

As you know, we gave Wiconi the burden
of presenting evidence to support its agency
theory. After reviewing Wiconi's material, we
conch)de that they have not met this burden.
Wiconi has given us unsupported and
unverified allegations rather than providing
us with facts-names, dates, resolutions.
etc.,-and supporting affadavits from those
involved. For example, throughout the April
25, 1980 Statement in Support. Wiconi makes
the following claims:

FACT was createdrby the leaders of 100
Indian nations and tribes for the purpose of
applying for PTFP funds for the Project.

Wiconi asks that we reject FACT's May 7th
opposition because it was late and no excuse was
offered for the late filing. (We had requested the
FACT comment on the Wioni's pleadings by May
6.1980. 45 Fed. Reg. supra at 36032). We will not
reject the opposition. Wiconi has neither claimed
nor shown that any harm or prejudice resulted from
the one day delay. Moreover. Wiconi overlooks that
FACT had dearly stated its opposition to the
substitution in several phone conversations with
NTIA's Deputy Chief Counsel. and that this fact was
promptly relayed by Wiconi representatives.
including Barbara Gilbert and yourself, in phone
conversations with the Deputy Chief Counsel.
starting on April 17.

3 In the May 7th telegram, FACT also asked that
its application be reactivated for this year. and that
it be given until May 19th to submit amendments
that earlier had been requested by the PFP. Except
in extraordinary crcumstances, the time for filing
amendments to applications. Section 2301.5(b) of the
PTFP Rules, is strictly adhered to both for the
administrative convenience of the PTFP and, more
importantly, for fairness to applicants who comply
with our filing deadlines. FACT offered no
justification for this request and. accordingly, we
reject the effort to reactivate the application and to
waive, by nearly-one month, the time for filing
amendments.

FACT's three orginal directors were not
fully familiar with the scope of the Project or
the field of telecommunications.

FACT's board of directors reports to the
leaders of 100 Indian tribes and nations, and
without the continuing support of the leaders,
FACT would not be able to implement the
Project.

FACTs staff work has been performed by
Ms. Barbara Gilbert and FACT has not
sought funds from any source other than
PTFP.

FACT's FP application was prepared by
Barbara GtIbert who was acting on behalf of
Indian organizations. This work stemm~ed
from Ms. Gilbert's relationship with the
leaders of the 100 nations and tribes.

After FACT withdrew, the Indian leaders
substituted Wiconi for FACT so that the
application could continue to be considered
and that action. combined with FACT's
withdrawal, terminated the agency
relationship between FACT and the Indian
people.

Several of these factors would be relevant
to our decision to grant the substitution if
they had been proven. Unfortunately, WiconI
had failed to provide us with names, dates, or
documents to support its allegations. Neither
the Indian leaders nor their organizations are
identified; no date is given for the meetings at
which FACT was selected, and subsequently
dismissed, as agent and Wiconi substituted.
no copies of resolutions or minutes of
meetings were provided. and no written
statements from Indian leaders, sworn or
unsworn, in support of Wiconi's claims were
given to NTIA. The only verification is an
affidavit from Barbara Gilbert. who is not an
Indian leader. She only states that the facts
set out in Wiconi's Statement in Support are-
true to the best of her knowledge and belief.

In many respects. FACTs FY 1979 and 1980
applications appear to be substantially alike,
using the same basic technology to achieve
the same goals. Contrary to Wiconi's
assertions of the lack of knowledge or
familiarity with the Project on the part of
FACs directors. FACTs FY 1979
application was signed by Lawrence Tekala,
a FACT director, and he Is listed as the
contact person for the application. The FY
1979 application does not Indicate that
Barbara Gilbert was the preparer. (Barbara
Gilbert is listed as the project director and
contact person on FACs FY 1980
application.) And. nowhere In that
application, or for that matter, in the FY 1980
application, does it indicate that FACIs only
purpose is to apply for a PTFP grant or that
FACT's board is to report to the Indian
leaders. The applications state that the
Project was conceived and FACT was formed
on April 20,1979, by several Indian
individuals and organizations. FY 1979
application. 150-P. Program Narrative at 2
FY 1980 application. 1138-T. Program
Narrative at 8. The Wiconi application's
Program Narrative is essentially identical and
the statement of the background of the
Project does not say that FACT was formed
by 40 to 100Indian leaders. At most, FACTs
application states that the organization was
"created to direct and pursue the
development of a National
Telecommunications Network controlled by

Indian and Native People." FY 197
application. 150-P. Program Narrative at 5.
This is hardly an indication that FACT is a
surrogate of the Indian leaders and not an
independent legal entity.

In short. Wiconi's supporting materials are
insufficient, in light of FACFs opposition and
the statements in its applications to
establish, by even a preponderance, the
existence of the agency relationship and
NTIAs authority to ratify the removal FACT
from its timely filed application' 4

Accordingly, we conclude that the facts
provided by Wiconi do not "fairly disclose"
that an agency relationship ever existed
between FACT and the Indian leaders. See
Williston. supra, page 2.

Independent of the agency theory Wiconl
argues that NTIA, and all Federal agencies.
are "legally bound to act in the best interests
of the American Indian people" because of
the "unique legal responsibilities" the Federal
Government owes to the Indian people; Le
the trust relationship. Statement in Support at
6. citing Cherokee Nation v. Georgia. 30 U.S.
1 (1831] and Federal/Indian Relationshfp
from Old Problems-Present Issues: Nine
Essays on American Indian Law (Inst. for
Development of Indian Law]. Specifically.
Wiconi argues that FACrs failure to amend
its application in response to a PTFP request
(and its "withdrawal" of the application]
jeopardizes the Project's chances for funding.
Therefore. NTIA. acting in the best interests
of the American Indian people, should allow
Wiconi to prosecute the application in place
of FACT. In addition. Wiconi representatives
have stated to us that the coalition supporting
the Project is fragile and that failure to
continue the application this year
dramatically reduces the chances of it being
refiled next year.

Wiconi has failed to show that the
generalized theory of trust responsibility

.applies specifically to telecommunications
and the Interior Department has advised us
that It does not. NTIA recognizes the
potential merit of such a satellite project and
the benefits that it might bring to the Indian
people. But. even if we were ablerto concede
that the trust responsibility does apply, we
would still be unable to conclude, based on
Wiconi's generalized and undocumented
arguments, that substituting Wiconi for FACT
would be in the best interests of those people.
Aside from an allegation, there is no .
Indication that the one year deferral of the
application will preclude the fulfillment of the
Project. Indeed. this is the second year that
FACT has submitted an application for the
Project. It has not withdrawn from the Project
but merely deferred its application in order
to. in FACT s words. "regroup and do a more
thorough job" in the FY 1961 funding round.
Letter of March 13.1980, from Lee Piper to the

'We also note that Wiconi was advised
repeatedly, and as early as April 15th. that it was
ineligible under the PUP Rules because its articles
of Incorporation did not authorize it to provide
public telecommunications services nor state that it
was. at least in part. organized for cultural or
educational purposes. See 47 U.S.C. Sections
392(a)(1). 397L7)B) and (11). as amended by the
Public Telecommunications Financing Act of 197M
and Section 201.4(aX4l of the PTFP Rules. This fact.
however. is not controlling of outr decision here.

72247



Federal Register / Vol. 45, No.'213 / Friday, October 31, 1980 / Notices

PTFP. Wiconi has not challenged the truth of
that statement beyond saying that-it did not
believe FACT would have the continued
support of the Indian leaders. Absent
affidavits from a number of leaders and the
existence of an agency relationship, we
cannot conclude that the best interests of the
Indian people would be served by our
terminating FACT's interest in its application
and substituting Wiconi.

NTIA has been impressed by the desire of
both FACT and Wiconi to plan and construct
the Project. We'also recognize the potential
benefits to the Indian people of such a
project. We deeply regret the division
between two important Indian organizations
and sincerely hope that representatives of the
American Indian community will be able to
file for the next round of facilities grants in
January 1981.

Sincerely,
John Cameron,
DirectorPublc Telecommunications
Facilities Division.
cc: Lee Piper and Barbara GilberL.
[11 Doc. 0-34072 Filed 10-30-8& &.45 am]

BILLING CODE 3510-60-M

COMMITTEE FOR PURCHASE FROM
THE BLIND AND OTHER SEVERELY
HANDICAPPED

Procurement List 1980; Addition

AGENCY: Committee for Purchase from
the Blind and Other Severely
Handicapped.

ACTION: Addition to procurement list.

SUMMARY: This action adds to
Procurement List 1980 commodities to be
produced by workshops for the blind
and other severely handicapped.

EFFECTIVE DATE: October 31, 1980.

ADDRESS: Committee fqr Purchase from
the Blind and Other Severely
Handicapped, 2009 14th Street North,
Suite 610, Arlington, Virginia 22201.
FOR FURTHER INFORMATION CONTACT:
C. W. Fletcher (703) 557-1145.
SUPPLEMENTARY INFORMATION: On June
27, 1980, the Committee for Purchase
from the Blind and Other Severely
Handicapped published a notice (45 FR
43457) of proposed addition to
Procurement List'1980, November,27,
1979 (44 FR 67925),

After consideration of the relevant
matter presented, the Committee has
determined that the commodities listed
below are suitable for procurement by
the Federal Government under 41 U.S.C.
46-48c, 85 Stat. 77.

Accordingly, the following
commodities are hereby added to
Procurement List.1980:

Class 7530

Paper,-Tele
9691, 753
9178.

C. W. Fletch
Executive Di
[FR Doec. 80-3392

BILLING CODE

Procureme
Additions

AGENCY: Cc
the Blind aI
Handicappi
ACTION: Pro
procuremer

typewriter Roll, 7530-00-721-
0-00-223-7969, 7530-00-262-

er,,
rector.
I Filed 1O-30-sM &:45 am]

6820-33-M

nt List 1980; Proposed

,mmittee for Purchase from
id Other Severely
ed.
iposed additions to
t list.

SUMMARY: The Committee has received
proposals to-add to Procurement List .
1980 commodities and a'military resale
commodity to be produced by and a
service to be provided by workshops for
the blind and other severely'
handicapped.
COMMENTS MUST BE RECEIVED ON'OR
BEFORE: December 3, 1980.
ADDRESS: Committee for Purchase from
the Blind and Other Severely
Handicapped, 2009 14th Street North,
Suite 610, Arlington, Virginia 22201.
FOR FURTHER INFORMATION CONTACT:
C. W. Fletcher (703) 557-1145.

SUPPLEMENTARY INFORMATION: This
no ice is published pursuant to 41 U.S.C.
47(a)(2), 85 Stht. 77. Its purpose is to
provide interested persons an -
opportunity to submit comments on the
possible impact of the proposed action.

If the Committee approves the
proposed additions, all entities of the
Federal Government will be required to
procure the commodities, military resale
commodity, and service listed below
from workshops for the blind or other
severely.handicapped.

It is proposed to add the following
commodities, military resale commodity,
and service to Procurement List 1980,
November 27, 1979(44 FR 67925):,

Class 6515

Case, Ear Plug, 6515-00-299-8287
(Increase from 80% to 100% of
Government requirements).

Class 7510

Paperweight, Shotfilled, 7510-00-286-
6985.

Class 7530

Paper, Teletypewriter, Roll,-7530-00-
142-9037.

Class 9905

Tree Shade, 9905-00-NSH-0001.

Military Resale Item No. and Npme

No. 570, Clothespins, Plastic

sic 7349
Janitorial Service, Naval Air Station -

Miramar, San Diego, California,
C. W. Fletcher,
Executive Director.
iFR Doe. 80-33922 Filed 10-30-0 8:45 ami

BILLING CODE 6820-33-M

COMMUNITY SERVICES
ADMINISTRATION

Decision to Fund Ten Conduit Migrant
and Seasonal Farmworker Emergency

- Energy Assistance Programs
Operating In Every State Except
Hawaii and Alaska
AGENCY. Community Services
Administration.

,ACTION: Notice to all boards of directors
of CAA(s) and SECO(s).

SUMMARY: The Comnlunity Services
Administration is notifying all Boards of
Directors of Community Action
Agencies (CAAs) and State Economic
Opportunity Offices (SECOs), in
accordance with Section 222(a) of the
Economic Opportunity Act of 1984, as
amended, that a decision has been made
to fund ten (10) conduit migrant and
seasorfal farmworker Emergency Energy
Assistance Programs in every state
except Hawaii and Alaska.

Grants are being awarded to the
following organizations for operation In
the following states: New England
Farmworker Council (serving Maine,
Connecticut, Rhode Island, New
Hampshire, Vermont, Massachusetts):
Rural New York Farmworker
Opportunities, Inc. (serving: New York
and New Jersey); Farmworker
Corporation of New Jersey, Inc. (serving:
Delatware, Maryland, Pennsylvania,
Virginia, West Virginia); Mississippi
Delta Housing Corporation' (serving:
Alabama, Georgia, Louisiana,
Tennessee, Kentucky, North Carolina,
South Carolina, Florida, Mississippi);
Minnesota Migrant Council (serving:
Illinois, Indiana, Michigan, Mkinesota,
Ohio, South Dakota, Wisconsin);
Colonias del Valle (serving: New
Mexico, Oklahoipa, Texas, Arkansas);
ORO Development Corporation (serving:
Kansas, Nebraska, Missouri, Iowa);
North Dakota Migrant Council (serving:
North Dakota, Montana, Wyoming,
Utah, Colorado); Campesions Unidos
(serving: California, Arizona, Nevada);
and Idaho Migrant Council (serving:
Idaho, Oregon, Washington). These
organizations will directly engage in
Emergency Energy Assistance and
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delegate activities in those areas where
the conduit has no direct delivery
system.
DATE: This notice becomes effective
October 31, 1980.
FOR FURTHER INFORMATION CONTACT.
Mr. Eduardo Gutierrez or Mr. Tom
Blackburn-Rodriguez, 1200 19th Street,
N.W., Washington, D.C. 20506,
Telephone: (202) 254-5400,
Teletypewriter (202) 254-6218.
(Sec. 602. 78 Stat. 530.42 U.S.C. 2942)
William W. Allison,
Acting Director.
[FR Doc 80-3403 Filed 20-30-8 &45 am]

BILLING CODE 6315-01-M

DEPARTMENT OF DEFENSE

Department of the Army

Tripler Army Medical Center, Hawaii;
Filing of Environmental Impact
Statement

In compliance with the National
Environmental Policy Act of 1969 and in
accordance with the President's
Reorganization Plan No. 1, the Army
provided the Environmental Protection
Agency for filing, on October 27, 1980,
an Environmental Impact Statement
concerning the construction of an
addition/alteration project at Tripler
Army Medical Center, Hawaii, to bring
that facility up to current requirements.

Copies of the statement have been
forwarded to concerned Federal, State,
and local agencies. Interested
organizations or individuals may obtain
copies from the Hospital Commander,
Tripler Army Medical Center, Oahu,
Hawaii.

In the Washington area, inspection
copies may be seen in the
Environmental Office, Office of the
Assistant Chief of Engineers, DA, Room
1E676, Pentagon, Washington, D.C.
20310 (Phone number 202-694-4269).

Dated: October 24,1980.
Lewis D. Walker,
Deputy for Enrvironment Safety and
Occupational Health OASHA fILFM)

FR Doc- W-339 Filed 10-30-W,&45 ami

BILUNG CODE 3710-08-1

Corps of Engineers, Department of
Army

Intent To Prepare Draft Environmental
Impact Statement (DEIS) for Alenalo
Stream Flood Control Project, Island
of Hawaii
October 24. 1980.
AGENCY: US Army Corps of Engineers.
DOD. Honolulu District.

ACTION: Notice of intent to prepare a
DEIS.

SUMMARY: 1. The proposed action is a
flood-control project. The major
objectives are to reduce the potential
flood hazard for the safety and well-
being of the community, reduce the
possible loss from property caused by
floodwaters, and reduce erosion which
affects coastal water quality and
ecosystems.

2. Reasonable alternatives to be
investigated in detail during the survey
study include the following structural
and nonstructural measures:

a. Structural:
(1) Reservoir. Impoundment and

controlled release of floodwaters by a
dam and reservoir.

(2) Channel Improvements and
Diversion Channel. Improving the
stream to remove restrictive bends and
enlarging the existing channel capacity
or constructing a diversion channel to
divert storm flows into adequate
waterways and to keep the existing
stream within the prescribed channel
capacity.

b. Nonstructural
(1) Floodplain Restrictions.

Restriction of future development in the
floodplain by land-use controls such as
zoning. subdivision regulations, etc.

(2) Floodproofing. The alteration of a
structure or conditions surrounding the
structure to prevent damage by
floodwaters.

3. The program involves coordination
with the sponsoring agencies, other
government agencies, community
organizations, and the general public.
Activities include informal meetings,
workshops. formal public meetings,
issuance of public notices and letter
responses. All pertinent agencies have
been notified of study initiation. An
initial public meeting was held with
interested agencies and the public in
June i90. Additional workshop and
public meeting are scheduled in
December 1980 and February 1982,
respectively.

a. Significant Issues to be Analyzed:
(1) Comparative environmental

impacts of the proposed alternatives.
(2) Project impacts on cultural

resources.
(3) Project impacts on stream water

quality aquatic resources.
(4) Assessment of community

responses to alternative plans.
b. Possible Assignments for Input into

the EIS Among the Lead and
Cooperating Agencies:

(1) LIS Fish and Wildlife Service.
Provision of a Fish and Wildlife
Coordination Act Section 2b report to

assist in assessment of ecological
impacts.

(2) State Historic Preservation
Officer. Identification and evaluation of
previous cultural resource surveys.

(3) County of Ha wail. Socio-economic
data.

(4) State Department of Health.
Water Quality data.

c. Identification of Other
Environmental Review and
Consultation Requirements:

(1) Section 106 of the National
Historic Preservation Act of 1966
requires survey and coordination
regarding potential impact on significant
cultural resources.

(2) Section 404 of the Clean Water
Act of 1977 requires evaluation of
projects to assess impacts resulting from
deposition of dredged or fill materials
into waters of the U.S.

(3) Coastal Zone Management Act of
1972 requires that a project must comply
with the federal law as well as be
consistent with the Coastal Zone
Management program for the State of
Hawaii.

4. A scoping meeting will not be held
on the project. Pertinent Federal, State.
and local agencies responsible for
planning assessment have already been
informed of the proposed action. Those
agencies include the sponsoring agency.
the County of Hawaii Department of
Public Works: State Historic
Preservation Officer, the US Fish and
Wildlife Service: US Soil Conservation
Service; and the US Geological Survey.

5. Under the present schedule, the
DEIS will be made available to the
public in August 1981.
ADDRESS: Questions about the proposed
action and DEIS can be answered by:
Mr. James K. Ligh, Project Engineer. US
Army Engineer District. Honolulu.
Building 230. Fort Shafter Hawaii 96858,
Telephone: (808) 438-9526.

Dated. October 24.1980.
Kenneth E. Sprague.
Lieutenant Colonel. Corps of Engineers.
Deputy District Engineer.
[FR D..c.0- "Ka F'e-1 t i-.t'Ci" 0 .45 .,m'r

BILLING CODE 3710-UN

Office of the Secretary

Discharge Review Boards, Revised
Complaint Procedures

Notice is hereby given of a revision to
procedures under which discharge
review applicants or other members of
the public may complain to the Office of
the Secretary of Defense concerning
decisional documents or index entries
issued by the Army. Naval. and Air
Force Discharge Review Boards.
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Decisional documents. and index
entries issued by the Discharge Review
Boards of the Military Departments are
subject to certain provisions of the
Stipulation of Dismissal and Court
Orders in UrbanLaw Institute of
Antioch College, Inc. v. Secretary of
Defense, Civil Action No. 76-0530,
(D.D.C.J, (Stipulation of Dismissal:
January 31, 1977, Court Orders: August
23, 1978 and November 9, 1978). These
provisions were implemented through
Department of Defense Direbtive 1332.28
(Discharge Review Board, Procedures
and StandardsJ dated March 29, 1978,
with Change 1. dated December17, 1979,
(43 FR 13564, March 31, 1978, and 44 F
76486, December 27, 1979, respectively)
(also 32 CFR 70) and a memorandum
from the Assistant Secretary of Defense
(Manpower; Reserve. Affairs, and
Logistics) dated October 28, 1978 (44 FR
5185, January 25, 1979). Procedures for
processing complaints concerning_
decisional documents or index entries
were set forth in a memorandum-from
the Principal Deputy Assistant Secretary
of Defense (Manpower, Reserve Affairs,
and Logistics) dated December 9, 1978
(44-FR 5185, January 25. 1979). These
procedures established a three member
Joint Service Review Activity, consisting
of one officer in grade 0-6 from 6ach of
theMilitary Dejartments, to act on
complaints. Revised procedures for
processing complaints were-set forth in
a memorandum from the Deputy
Assistant Secretary of Defense {Military
Personnel Policy) dated October 12, 1979
(44 FR 62929' November 1,, 1979). These
procedures' modified' the'membership of
the Joint Service Review Activity to
consist of one Judge Advocate from eacl
of the-Military Departments since the
function of the Joint Service Review
Activity is essentially of a legal nature,

The current-revision to' complaint
procedures explains-that the Deputy
Assistant Secretary of Defense (Military
Personnel Policy) is the final authority
with r6spect to action on complaints and
sets forth the specific.responsibilities of
the Military Departments, Discharge
Review Boards, Joint Service Review
Activity, and Deputy Assistant
Secretary of Defense (Military Personnel
Policy) in pr9cessing complaints. The
revision clarifies the internal procedures
of the Department of Defense in
processing complaints. but does not
change the overalL complaint procedure
as it affects, discharge, review applicants
or other members of the public. The
revision has no. effect upon either the
substantive standards- of discharge
review or the standards -for determining
the adequacy of a decisional document
with respect to the Stipulation of

Dismissal or Department of Defense
Directive 1332.28. In order to provide
discharge review applicants and other
interested members of the public with
prompt processing of complaints, arid in
order to ensure compliance witlr Court
Orders, immediate implementation of
the revision is requiged. In view of the
above, publication of these revised
complaint procedures for public.
comment thereon is impracticable-
unnecessary, and contrary to the public
interest.

These revised complaint procedures
are effective October 31, 1980. For
further information contact Captain
Ronald W. Stanley, Administrative
Director, Joint Service Review Activity,
Office of the Deputy-Assistant Secretary
of Defense (Military Personnel Policy),
telephone (202] 695-5153.
M. S Healy,
OSD Federal Register Liaison Officer,
Washington Headquarters Services,
Department ofDefense.
October 28,,.1980.

Complaint Procedures
1. These procedures implement certain

provisions of the Stipulation of
Dismissal and Court Orders in Urban
Law Institute of Antioch College, Inc. v.
Secretary of Defense, Civil Action No.
76-0530 (D.D.C.) (Stipulation of
Dismissal: Jan. 31, 1977, Court Orders:
Aug.'23, 1978 and Nov. 9, 1978) and a
memorandum from the Assistant

- - Secretary of Defense (Manpower,
Reserve Affairs, and Logisticsj dated 28
October 1978 concerning the same.
These procedures are established for the
sole-purpose- ofeffsuring-that decisional

L documents, and. index entries issued by
the Discharge. Review Boards of the
Military Departments comply with the
requirements of the Stipulation of
Dismissal and, when applicable, DoD
Directrve 1332.28. These procedures may
be modified or supplemented by the
Deputy Assistant Secretary of Defense
for Military Personnel Policy (DASD
(MPP)), Office of the Assistant Secretary
of Defense (Manpower,-Reserve Affairs,
and Logistics) (OASD (MRA&L)).

2. Any person may correspond with
the Office of the Secretary of-Defense

1 concerning decisional documents or
index entries.issued by the Discharge
Rqview Boards. Such correspondence
shall be processed in accordance with
these procedures. The DASD (MPP) is
the final authority with respect to action
on such correspondence-.3. A three member Joint Service
Review Activity (JSRAJ consisting of
one Judge Advocate from each-Military
Department shall advise the DASD
(MPP). The operations of the ISRA shall
be coordinated by a full-time - '

Administrative Director, who shall serve
as Recorder during meetings of the
JSRA. The members and the
Administratie Director shall serve at
the direction of the DASD (MPP].

4. a. Correspondence with the Office
of the Secretary of Defense concerning
decisional documents or index entries
issued by the Dis6harge Review Boards
should be addressed as follows: Joint
Service Review Activity, OASD
(MRA&L) (MPP), Washington, D.C.
20301.

b. All such correspondence shall be.
controlled by the Administrative
Director through the use of a uniform
docketing procedure.

c. All such correspondence shall be
reviewed by the Administrative Director
and categorized as eithera complaint or
an inquiry in accordance with the
following:

(1) A complaint is any correspondence
in which it is alleged that a decisional
document or an index entry Issued by a
Discharge Review Board contains a
specifically identified violation of the
-Stipulation of Dismissal or DoD
Directive 1332.28.

(2) An inquiry is any correspondence
other than a complaint.

5. The following procedures shall be
utilized in processing complaints:

a. The Administrative Director shall
acknowledge receipt of the compliant.

b. The Administrative Director shall
assign a docket number to the
complaint.

c. The Administrative Director shall
forward the complaint to the Military
Department concerned.

d. The Military Department shall
review the complaint and ensure the
following:

(1) If the Military Department
determines that all of the allegations
contained in the complaint are not
specific or have no merit, it shall
-address the allegations using the format
at Attachment 1 (Review of Complaint),

(2) If the Military Department
determines that some of the allegations
contained in the complaint are not
specific orhave no merit and that some

- of the allegations contained in the
complaint have merit, it shall address
the allegations using the format at
Attachment 1 (Review of Complaint)
and its Discharge Review Board shall
take appropriate corrective action by
amending the decisional document or,
when the decisional document cannot
be amended, by notifying the applicant
and counsel, if any, of the opportunity to
request a new- review.

(3),If the Military Department
- determines that all of the allegations

c,ontained in the complaint have merit, -

its Discharge Review Board shall take
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appropriate corrective action by
amending the decisional document or,
when the decisional document cannot
be amended, by notifying the applicant
and counsel, if any, of the opportunity to
request a new review.
(4) If. during the course of its review,

the Military Department notes any other
defects in the decisional documentor
index entries (under the Stipulation of
Dismissal or DoD Directive 1332.28), its
Discharge Review Board shall take
appropriate corrective action by
amending the decisionadocument or,
when the decisional document cannot
be amended, by notifying the applicant
and counsel, if any, of the opportunity to
request a new review. (This does not
establish a requirement for the Military,
Department to review a complaint for
any purpose other than to determine
whether the allegations contained in the
complaint are specific and have merit;
rather, it simply provides a format for
the Military Department to address
other defects noted.]

(5) When the Discharge Review Board
takes corrective action under paras.
d(2), d(3), or d(4) above or i below by
amending a decisional document
concerning a review for which the
applicant had the opportunity to request
a de novo review, it shall notify the
applicant and counsel, if any, of the new
opportunity to request a de novo review.

(6) When the Military Department
determines that some or all of the
allegations contained in the complaint
are not specific or have no merit but its
Discharge Review Board takes
corrective action under paras. d(2) or
d(4) above, the Discharge Review
Board's notification to the applicant and
counsel, if any, and to the complainant,
if other than the applicant or counsel,
should include the following or similar
wording: "This is in partial response to
(your)/{a) complaint to the Office of the
Assistant Secretary of Defense
(Manpower, Reserve Affairs, and
Logistics) dated
concerning- Disharge Review
Board decisional document . A
final response to {your)/(the) complaint,
which has been returned to the Office of
the Assistant Secretary of defense
(Manpower. Reserve Affairs, and
Logistics] for further review, will be
provided.to you in the near future."

(7) When the Discharge Review Board
takes corrective action under paras. d(3)
above or i below, its notification to the
applicant and counsel, if any, and to the
complainant, if other than the applicant
or counsel, should include the following
or similar wording: "This is in response
to (your)/(a] complaint to the Office of
the Assistant Secretary of Defense
(Manpower, Reserve Affairs, and

Logistics) dated-
concerning- Discharge Review
Board decisional document - ."

e. The Military Department shall
return the complaint to the
Administrtive Director with a copy of
the decisional document and, when
applicable, any of the following
documents:

(1) The "Review of Complaint".
(2) A copy of the amendment to the

decisional document and the
accompanying transmittal letter(s) to the
applicant and counsel, if any, and to the
complainant, if other than the applicant
or counsel.

(3) A copy of the notification to the
applicant and counsel, if any, of the
opportunity to request a new review,
and a copy of the notification to the
complainant, if other than the applicant
or counsel, that the applicant has been
authorized a new review.

f. The Administrative Director shall
review the complaint and accompanying
documents and ensure the following:

(1) If the Military Department
determined that any of the allegations
contained in the complaint are not
specific or have no merit, the JSRA shall
review the complaint and accompanying
documents. The JSRA shall address the
allegations using the format at
Attachment 2 (Review of and
Recommended Action on Complaint)
and shall note any other defects in the
decisional document or index entries
(under the Stipulation of Dismissal or
DoD Directive 1332.28) not previously
noted by the Military Department. (This
does not establish a requirement for the
JSRA to review such complaints for any
purpose other than to address the
allegations contained in the complaint;
rather, it simply provides a format for
the JSRA to address other defects not
previously noted by the Military
Department.)

(2) If the Military Department
determined that all of the allegations
contained in the complaint have merit
and its Discharge Review Board
amended the decisional document, the
amended decisional document shall be
subject to review by the JSRA on a
sample basis each quarter using the
format at Attachment 3 (Review of and
Recommended Action on Amended
Decisional Document).

(3) If the Military Department
determines that all of the allegations
contained in the complaint have merit
and its Discharge Review Board notified
the applicant and counsel, if any. of the
opportunity to request a new review
(because the decisional document could
not be amended), review of such
corrective action is not required.

g. The JSRA shall meet for the purpose
of conducting the reviews required in
paras. ff1) and f(2) above and k(1)
below. The Administrative Director
shall call meetings once a month, if
necessary, or more frequently depending
upon the number of matters before the
JSRA. Matters before the JSRA shall be
presented to the members by the
Recorder. Each member shall have one
vote in determining matters before the
JSRA. a majority vote of the members
determining all matters. Determinations
of the JSRA shall be reported to the
DASD (MPP) as JSRA recommendations
using the prescribed format. If a JSRA
recommendation is not unanimous, the
minority member may prepare a
separate recommendation for
consideration by the DASD (MPP) using
the same format. Alternatively, the
minority member may indicate "dissent"
next to his signature on the JSRA
recommendation.

h. The DASD (MPP shall review all
ISRA recommendations as follows:

(1) The DASD (MPP) shall review
complaints using the format at
Attachment 4 (Review of and Action on
Complaint). The DASD (MPP) is the
final authority in determining whether
the allegations contained in a complaint
are specific and have merit. If the DASD
(MPP) determines that no further action
by the Military Department is
warranted, the complainant and the
Military Department shall be so
informed. If the DASD MPP) determines
that further action by the Military
Department is required, the Military
Department shall be directed to ensure
that appropriate corrective action is
taken by its Discharge Review Board
and the complainant shall be provided
an appropriate interim response.

(2) The DASD (MPP) shall review
amended decisional documents using
the format at Attachment 5 (Review of
and Action on Amended Decisional
Document). The DASD (MPP) is the final
authority in determining whether an
amended decisional document complies
with the Stipulation of Dismissal and.
when applicable, DoD Directive 1332.28.
If the DASD (MPP) determines that no
further corrective action by the Military
Department is warranted, the Military
Department shall be so informed. If the
DASD (MPPJ determines that further
corrective action by the Military
Department is required, the Military
Department shall be directed to ensure
that appropriate corrective action is
taken by its Discharge Review Board.

(3) It is noted that any violation of the
Stipulation of Dismissal is also a
violation of DoD Directive 1332.28.
However, certain requirements under
DoD Directive 1332.28 are not
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requirements under the Stipulation of
Dismissal. If the allegations contained in
a complaint are determined to have
merit or if an amended decisional
document is determined to be defective
on the basis of one of these additional
requirements under DoD Directive
1332.28, the DASD (MPP) determination
shall reflect this fact.

i. With respect to a determination by
the DASD (MPP) that further action by
the Military Department is required, its
Discharge Review Board shall take
appropriate corrective action by
amending the decisional document or,
when the decisional document cannot
be amended, by notifying the applicant'
and counsel, if any, of the opportunity to
request a new review.

j. The Military Department shall
provide the Administrative Director
with, when applicable, any of the
following documents relevant to
corrective action taken in accordance
with para. i above:

(1) A copy of the amendment to the
decisional document and the -
accompanying transmittal letter(s) to the
applicant and counsel, if any, and to the
complainant, if other than the applicant
or counsel.

(2) A copy of the notification to the
applicant and counsel, if any, of the
opportunity to request a new review,
and a copy of the notification to the
complainant, if other than the applicant-
or counsel, that the applicant has been
authorized a new review.

k. The Administrative Director shall
review the documents relevant to
corrective action taken in accordance
with para. i above and ensure the
following:

(1) If the Discharge Review Board
amended the decisional document, the
amended decisional document shall be
subject to review by the JSRA on a
sample basis each quarter using the
format at Attachment 3 (Review of and
Recommended Action on Amended
Decisional Document].

(2),If the Discharge Review Board
notified the applicant and counsel, if
any, of the opportunity to request a new
review (because the decisional
document could not be amended),
review of such corrective action is not
required.

i. Upon request, the Military
Department shall provide the
Administrative Director with other
documents required by the JSRA or the
DASD (MPP) in the conduct of their
reviews. In this regard, It is noted-that
with respect to any allegation that a
specific contention made by the
applicant to the Discharge Review
Board was not addressed by the
Discharge Review Board, the complaint

review process shall involve a review of
,all the evidence that was before the
Discharge Review Board, including the
testimony and written submissions of
the applicant, to determine whether the
contention was made, and if so, whether
it was addressed adequately with
respect to the Stipulation of Dismissal
and, when applicable, DoD Directive
1332.28.

6. The following procedures shall be
utilized in probessing inquiries:

a. The Administrative Director shall
assign a docket number to the inquiry.
.-b. The Administrative Director shall

forward the inquiry to the Military
Department concerned.

c. The Military Department shall
prepare a response to the inquiry and
provide the Administrative Director "
with a copy of the response.

d. The Military Department's reponse
should include the following or similar
wording: "This is in reponse to your
inquiry to the Office of the Assistant
Secretary of Defense (Manpower,
Reserve Affairs, and Logistics) dated

concerning *."

7, The Discharge Review Board
concerned shall re-index all amended
decisional documents and shall provide
copies of the amendments to the

-decisional documents to the Armed
Forces Discharge Review/Correction
Boards Reading Room.

8. Each Military Department shall-
provide the Administrative Director
with a monthly report using the format
at Attachm6nt 6 (Complaints/Inquiries
Status Report). The report shall be
prepared by the Military Department as
of the last day of each month and
provided to the Administrative Director
not later than the fifth working day of
the following month.

9. The Administrative Director is
responsible for the disposition of all
Military Department, -Discharge Review
Board, JSRA, and DASD (MPP)
documents relevant to processing
complaints and inquiries.

10. The Stipulation of Dismissal -
permits Urban Law plaintiffs to submit
complaints to the DoD General Counsel
for comment. The DoD General Counsel
may refer such complaints to the
Military Department concerned or to the'
JSRA for initial comment.

11. a. These procedures are effective
31 October 1980. The Joint Service
Review Activity Procedures dated 12
October 1979 are hereby superseded.

b. With respect to the processing of
any correspondence that was docketed
prior to the effective date of these
procedures, any further action shallbe
taken in accordance with these
procedures. No revision of any action
taken prior to the effective date of these

procedures, to the extent that these
procedures differ from the superseded
procedures, shall be required,

Attachment 1
Review of Complaint

Military Department:
Decisional Document Number
Name of Complainant:
Name of Applicant:
Docket Number:
Date of this Review:

1. Specific allegation(s) noted:
2. Finding(s), conclusion, and

reason(s) with respect to each specific
allegation:

3. Other defects noted in the
decisional document or index entries:
(Authentication)

Attachment 2-Joint Service Review
Activity, Office of the Assistant
Secretary of Defense (Manpower,
Reserve Affairs, and Logistics)

Review of and Recommended Action on
Complaint

Military Department:
Decisional Document Number:
Name ot Complainant:
Name of Applicant:
Docket Number:
Date of this Review:

1. Attached is the Military
Department's "Review of Complaint",
which reflects the Military Department's
finding(s), conclusion, and reason(s)
with respect to each specific allegation
noted in para. 2 below as well as any
other defects In the decisional document
or index entries noted by the Military
Department.

2. Specific allegation(s) noted by the
Military Department:

3. Specific allegation(s) not noted by
the Military Department:

4. Finding(s), conclusion, and
reason(s) with respect to each specific
allegation:

5. Other defects in the decisional
document or index entries not noted by
the Military Department:

6. Recommendation:
( ) The complainant and the Military

Department should be informed that no
further action on the complaint is
warranted.

) Thp Military Department should
be directed to ensure that corrective
action consistent with the above
comments is taken by its Discharge
Review Board.
(Army Member, JSRA)
(Navy Member, JSRA)
(Air Force Member, JSRA)
(Recorder, JSRA)
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Attachment 3-Joint Service Review
Activity, Office of the Assistant
Secretary of Defense (Manpower,
Reserve Affairs, and Logistics)

Review of and Recommended Action on
Amended Decisional Document

Military Department:
Decisional Document Number:
Name of Complainant:
Name of Applicank"
Docket Number.
Date of this Review:
Recommendation:

( ) The amended decisional
document complies with the
requirements of the Stipulation of

Dismissal and, when applicable, DoD
Directive 1332.28. The Military
Department should be informed that no
further corrective action is warranted.

( The amended decisional
document does not comply with the
Stipulation of Dismissal or DoD
Directive 1332.28 as noted herein. The
Military Department should be directed
to ensure that corrective action
consistent with the defects noted is
taken by its Discharge Review Board.
(Army Member, JSRA)
(Navy Member, ISRAI
(Air Force Member, JSRA)
(Recorder. JSRA)

Yes No NA Item Source

I- Discharge data
a Dole odiclwge I Skp. Par 5A&t)ldjht DOD Eti 2.
b. character c ds irge Part (1)
c. Reason log discharge
d Spe reguilory authory undr
which discharge was lIsued

2 Service dLata. ('s reqrernent aplies only on- 2 Ur from OoO'GC to NWury Depar,.
p,,ct4on wit htry Depafknent r nraienftlon nia . 20, 19Y7. O9CO Eric 2.
of DoD General counsel w ded Juy 20 Par. )2
1977. or to discharge reviews conductWd on or
after March 29. 1978)
'a. Date o( enbrnent
b. Period og anstment
c Age at enlstrrit -
d. LengS, of service
e. Periods of wrwAjonzed ziisence"
I. ConJuct and etk acy aiga (rj.-
mancl or naeime)
%. Ht rank achicad
h..Awards and decorabons
L Fducevonl Wd
j. AphAtde test sre
k. Ar. 15's (mcluing neluire and dat
9 ofense or pwra"stient)
L Convicl" cout-nari"
m. Prior intwy service and type of
discharges) rec"erd"

3. Relerence o maens PresAed by aPcant 3 DoDO, Er'd 2. Parae 3.
(lbis requirement apples orly to 6-4wg -e
views conducted on or aher March 29 1918)
a. Wraien bu*l"
b. Docurentary ev"inoe

°

c. Testion" C
4. Corrotusoms The decsioa docrinsit ewel 0d,- 4 sap, Pave SqA(N(. OW. End. 2.

cakt Clearly e DRSrs concluon co-e , Pere. 64,- Pub L 1o. 9-121.
a Detenrnaebow of whether a dis-
chare ugraded under te SOAP
would have been umded under
DoD Direclive 1332.2 Mw~s appleS
only to madtr re-reiewS under
Pub. L No. 96-126 o( SORP reviewi.)
b. haracter o( dicharge. where ap-
llcabl
C. Reason for discharge, where app-
cabis

5

5 Reasons for concosions The dea- 5 Wit. Par 5A40(d){VL D00. Elk-t 2.
siconal documeint riust excicate clearly Para (d)4d
fte DAB's rmasons for conclusions

a. Deteranton of wtheter a da-
charge uprae under VIa SOAP
would have been upgraded uinder
DoD Dfecbe 13dWa 2 (Ths appes
ony to mandatory reeviews under
Pub- L No. 95-126 of SORP revews)
b Character o1 di.charge where aW-
pbcat e I
a Reason [or disae. ,where appi-

6. Issues. ses e 6SOesWo,"aheet) 6 p Se. ld"t , fK and M,
5A4Xa). DoO0. Er 2. Peatn (d4&l b,
and d. (d)8

7=25
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Yes No NA Item Source

7. Advisory opinions.' 7. Stip., Para. 5A(1)(f); DoDD; Encl. 2 Pars.
(d)5.

8. Minority opinions or reports. 8. Stip., Para. 5A(l){g); DoD, Encl. 2,
Para. (d)7.

9. Record of names and votes of board 9. Stipt , Pars. 5A(3): DoDD, Encl. 2 Para.
. 1 members. (d).

10. Indexing of decisional document 10. Stip., Para. 5A(5)(a); DoDD. Encl 2.
Pars. (i)4a.

11. Authentication of decisional document 11. DoDD, Encl. 2. para. (d)9.
(This requirement applies only to dis.
charge reviews conducted on or after
March 29, 1978.)

12. Other 12. As appropriate

ISSUES WORKSHEET
3

Findings, Conclusions, and
Reasons Therefor

Issue

Yes No NA

(to be continued as necessary)

EXPLAIN.ATION OF ITEMS MARKED NO
(to be used as necessary)

KEY
Yes: The decisional documernt meets the requirements of the Stipulation of Dismissal and, where applicable, DOD Directive

1332.28.
No: The decisional document does not meet the requirements of the Stipulation of Dismissal or DOD Directive 1332.28.
NA: Not applicable. I I

lftems marked by an asterisk do not necessarily pertain to every review. If the decisional document contains no reference
to such an Item. NA Is Indicated unless there is a specific complaint with respect to that item, in which case the underlying
discharge review record shall be examined in order to determine whether,YES or NO should be Indicated.

FOOTNOTES
'In this Instance "where applicable" means all reviews except:
a. Mandatory rereviews under Pub. L 95-126.of SDRP reviews.
b. Reviews In which the applicant requested only a change in the reason for discharge and the ORB did not raise the

character of discharge as an Issue.
2In this Instance-"where applicable" means all reviews in which:
s. The applicant requested a change in the reason for dlischarge.
b. The ORB mised the mason for discharge as an issue.
c. A change In the reason for discharge is a necessary component of a change in the character of discharge.
3 a. Issues may be categorized as follows:.
(1) Issues of fact, law, or discretion upor which the decision on the application is based, including those factors required by

applicable regulations to be considered for determination of the character of and reason for the discharge or dismissal in ques-
tion [where such factors are a basis for denial of any of the relief requested by the applicant]. (The material in brackets pertains
only to discharge reviews conducted on or before March 28, 1978.)

(2) Issues of fact, law, or discretion that would have warranted greater relief than 1hat afforded the applicant by the DRB's
decision, If resolved in the applicant's favor such issues must be stated clearly and specifically.

(3) Issues of fact, law or discretion that are irrelevant because the applicant was afforded full re ief on the basis of another
Issue.

(4) Matters that are not issues of fact, law, or discretion or that are not dearly and specifically stated.
Only those Issues in categories (1) and (2) above require findings, conclusions and reasons therefor.
b. This review may be made based upon the decisional document without reference to the underlying discharge review

record except as follows: If there Is an allegation that a specific contention made by the applicant to the DRB was not ad-
dressed by the DFIB. In such a case, the complaint review process shall involve a review of all the evidence that was before the
DRB. Including the testimony and written submissions of the applicanI, to determine whether the contention was made. and if
so. whether It was addressed adequately with respect to the Stipulation of Dismissal and, where applicable, DOD Directive
1332.28,

c. This review may be based upon the decisional document without reference to the regulation governing the discharge in
question except as follows: If there Is a specific complaint that the DRB failed to address a specific factor required by applicable
regulations to be considered for determination of the character of and reason for the discharge in question [where such factors
are a basis for denial of any of the relief requested by the applicant]. (The material in brackets pertains only to discharge
reviews conducted on or before March 28, 1978.)

ATTACHMENT 4.-Office of the
Assistant Secretary of Defense
(Manpower, Reserve Affairs, and
Logistics)

Review of and Action on Complaint

Military Department:
Decisional Document Number:,
Name of Complainant"
,Name of A'plicant: .-

Docket Number:
Date of this Review:
1. Specific allegation(s) noted:
2. Finding(s), conclusion,, and reason(s)'

with respect to each specific
allegation:,

3. Other defects noted in the decisional
- document or index entries:
4. Determination:

) No further action on the
complaint is warranted,

) Corrective action consistent with
the above comments is required.

(DASD (MPP))
ATTACHMENT 5.--Office of the
Assistant Secretary of Defense
(Manpower, Resere Affaks, and
Logistics)

Review of and Action on Amended
Decisional Document
Review of and Action on Complaint
Military Department:
Decisional Document Number:
Name of Complainant:
Name of Applicant:
Docket Number:
Date of this Review:
Determination:

) The amended decitional
document complies with the
requirements of Stipulation of
Dismissal and, when applicable,
DOD Directive 1332.28. No further
corrective action is warranted.
) The amended decisional
document does not comply with the
Stipulation of Dismissal of DOD
Directive 1332.28. Further corrective
action is required consistent with
the defects noted in the attachment;

(DASD (MPP))
Attachment to Attachment &-Defects

in the Amended Decisional Document
(to be used as necessary)

Attachment 6
Complaints/Inquiries Status Report

1. Total number of Complaints/
Inquiries received through last day of
(previous month):

2. Complaints/Inquiries received by
docket number* during (current month):

3. Total number of Complaints/
Inquiries received through last day of
(current month):

4. Status of Complaints by docket
number* pending Military Department
action 60 days or more after the docket
date:

5. Status of Inquiries by docket
number* pending Military Department
action 30 days or more after the docket
date:
(Authentication)

iFR Dec. 80-33887 Filed 10-30-0 8:45 aml

BILLING CODE 3810-70-M

* In chronological order beginning with the
"oldest" complaint or Inquiry
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DEPARTMENT OF ENERGY

Economic Regulatory Administration

Action Taken on Consent Order

AGENCY: Economic Regulatory
Administration, DOE.
ACTION: Notice of settlement.

SUMMARY: The Economic Regulatory
Administration (ERA) of the Department
of Energy (DOE) hereby gives Notice
that a Consent Order was entered into
between the Office of Enforcement.
ERA, and the firm listed below during
the month of September 1980. The
Consent Order represents resolution of
an outstanding compliance investigation
by the DOE and the firm and concerns
overcharges in sales of gasoline during
the period covered by the audit. This
Consent Order is concerned exclusively
with the firms agreement to refund
overcharges through price reduction on
all customer purchases.

For further information regarding this
Consent Order please contact James C.
Easterday, District Manager of
Enforcement, Southeast District,
Economic Regulatory Administration,
1655 Peachtree Street, N.E., Atlanta,
Georgia 30367, telephone number (404)
881-2396.

Firm name and Settlement terms Perod covered
address

P & 8 Petroeum Refund $10.150.78. *March 1. 1979
company- ,vntes through Aprd

through price 30, 1979.
reduction on
Customner

purchases.
panent of
$500.00 peraty.

Issued in Atlanta. Georgia. on the 21st day
of October, 1980.
Wiliam R. Gibson,
Acting District Manager of Enforcement.
[FR Doc. 8&-3380 Filed 10-30-80 &45 am]
BILLING CODE 6450-01-M

Mosbacher Production Co.; Proposed
Remedial Order

Pursuant to 10 CFR 205.192(c), the
Economic Regulatory Administration
(ERA) of the Department of Energy
hereby gives notice of a Proposed
Remedial Order which was issued to
Mosbacher Production Company. This
Proposed Remedial Order charges
Mosbacher with pricing violations in the
amount of $780,097.96 connected with
the sale of crude oil and condensate at

prices in excess of those permitted by 10
CFR Part 212. Subpart D during the time
period September 1973 through
December 1978. in the Counties of
Madison and Leon, Texas.

A copy of the Proposed Remedial
Order, with confidential information
deleted, may be obtained from Wayne I.
Tucker, Southwest District Manager,
Economic Regulatory Administration,
Department of Energy, P.O. Box 35228,
Dallas, Texas 75235, or by calling 214/
767-7745. Within fifteen (15) days of
publication of this notice, any aggrieved
person may file a Notice of Objection
with the Office of Hearing and Appeals,
2000 M Street, NW., Washington, D.C.
20461, in accordance with 10 CFR
205.193.

Issued in Dallas, Texas, on the 17th day of
October. 1980.
Herbert F. Buchanan,
Deputy District Manoger Southwest District.
Economic Regulatory Administration.
[FR Doc s0-331 Filed 1-30-O. &45 aml
BILLING CODE 6450-01-M

Gasoline Marketing Advisory
Committee, Gasoline Decontrol
Subcommittee; Open Meeting

Pursuant to the provisions of the
Federal Advisory Committee Act (Pub.
L. 92A63, 86 Stat. 770), notice is hereby
given of the following advisory
committee meeting:
Name: Gasoline Decontrol Subcommittee of

the Gasoline Marketing Advisory
Committee.

Date and time: November 21,1900-930 a.m.-
4:00 p.m.

Place: State Capitol. Old Supreme Court
Chambers Meeting Room. Colfax Avenue
and Sherman Street. Denver. Colorado.

Contact: Georgia Hildreth. Director. Advisory
Committee Management, Department of
Energy-Room 8G087. 1000 Independence
Avenue. S.W.. Washington. D.C. 2058 .
Telephone: 202-252-5187.

Purpose of parent committee: To provide the
Department of Energy with expert and
technical advice concerning the wholesale
and retail selling of gasoline.

Tentative agenda: Discussion of the effects of
gasoline decontrol on the industry, the
public, and the Department of Energy.

Public participation: The meeting is open to
the public. The Chairperson of the
Subcommittee is empowered to conduct the
meeting in a fashion that will. in his
judgment, facilitate the orderly conduct of
business. Any member of the public who
wishes to file a written statement with the
Subcommittee will be permitted to do so.
either before or after the meeting. Members
of the public who wish to makce oral

statements pertaining to agenda items
should contact the Advisory Committee
Management Office at the address or
telephone number listed above. Requests
must be received at least 5 days prior to
the meeting and reasonable provision will
be made to include the presentation on the
agenda.

Transcripts: Available for public review and
copying at the Public Reading Room. Room
1E190. Forrestal Building. 1000
Independence Avenue. S.W., Washington,
DC. between 8.00 a.m. and 430 p.m..
Monday through Friday. except Federal
holidays.
Issued at Washington. D.C.. on October 27,

1980.
Georgia Hildreth.
Director, Advisory Committee Management.
tFR Oc 8o. FedI z-o: .4 al
BILUNG CODE 6450-01-M

Federal Energy Regulatory

Commission

[Vol. 304]

Determinations by Jurisdictional
Agencies Under the Natural Gas Policy
Act of 1978

Issued. October 24. 1980.
51 WNG CODE 6450-95-M
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Other Purchasers Volume No: 304
8101091 Texas Eastern Transmission Co.
8101106 Texas Eastern Transmission Co.
8101107 Amoco Gas Co.
8101108 Panhandle Eastern Pipeline Co.
8101113 Panhandle Eastern Pipeline Co.
8101168 Amoco Production Co..
8101200 Panhandle Eastern Pipeline Co.
8101201 Panhandle Eastern Pipeline Co.
8101206 Amoco Gas Co.
8101209 El Paso Natural Gas Co.
8101213 Amoco Production Co.
8101218 Amoco Gas Co.
8101247 Intratex Gas Co.
8101301 Panhandle Eastern Pipeline Co.
8101302 Panhandle Eastern Pipeline Co.
8101319 Transcontinental Gas Pipeline

Corp.
8101344 Northern Natural Gas Co.

The above notices of determination
were received from the indicated
jurisdictional agencies by the Federal
Energy Regulatory Commission pursuant
to the Natural Gas Policy Act of 1978
and 18 CFR 274.104. Negative
determinations are indicated by a "D"
after the section code. Estimated annual
production (PROD) is in million cubic
feed (MMcfJ. An (*) preceeding the
control number indicates that other
purchasers are listed at the end of the
notice.

The applications for determination in
these preceedings together with-a copy.
or description of other materials in the
record on which such determinations
were made are available for inspection,
except to the extent such material is
treated as confidential under 18 CFR
275.206, at the Commission's Division of
Public Information, Room 1000, 825
North Capitol Street, N.E., Washington,
D.C. 20426.

Persons objecting to any of these
determinations may, ih accordance with
18 CFR 275.203 and 18 CFR 275.204, file a
protest with the Commission on or
before November 17, 1980.

Please reference the FERC Control
Number (JD No.) in all correspondence
related to these determinations.
Kenneth F. Plumb,
Secretary.
(FR Doc. 80-33760 Filed Ib-30-80-M.45 ami
BILUNG CODE 6450- 5-M

[Docket Nos, ER80-715 and ER80-58, et al.]

Alabama Power Co.; Order-Accepting
for Filing and Suspending Proposed
Rates, Granting Waiver of Notice
Requirements, and Consolidating
Proceedings

Issued October 24, 1980.

On August 29, 1980, Alabama Power
Company (Alabama). filed an executed
transmission agreement with Alabama

Electric Cooperative, Inc. (AEC).' Under
the proposed agreement, Alabama
would provide AEC with firm
transmissionservice to enable AEC to
transmit its self-generated energy to twoof its distribution cooperative members 2

that are not physically connected with
AEC's system. The two distribution
entities are presently served under
Alabama's Wholesale Tariff Rate REA-
1. The proposed agreement would
supplant the REA-1 rate for AEC's two
members.

Under the terms of the agreement,
AEC is to pay Alabama according to the
voltage level of transmission service as
determined by a cost of service formula.

'The nethodology and procedure-to be
used in calculating applicable charges
are described in exhibits to the
agreement.

*Alabama states that it intends to -
periodicallytupdate its rates by
submitting informational schedules that
reflect current costs. The transmission
agreement provides that changes in the
charges through application of the
formula will not be made more
frequently than annually.

Alabama has requested waiver of the
Commission's notice requirements to
permit a September 1, 1980 effective
date for the proposed agreement.

On September 4, 1980, AEC filed a
letter with the Commission noting its
concurrence in Alabama's request for
waiver of notice and an effective date of
Sdptember 1, 1980. AEC states, however,
that it disagrees with Alabama's
characterization of the agreement as an
initia-rate filing. AEC further states that
the transmission agreement has been
approveicby the Alabama Public
Service Commission. 3 Finally, AEC
renews objections to the rate formulae
,which AEC previously expressed with
respect to similar formula rates under
investigation in Docket No. ER80-501.

Notice of the filing was issued on
September, 5, 1980, with responses due
on or befoie September 26, 1980. No
responses have been received.

Discussion
Alabama has tendered its

transmission agreement as an initial rate
schedule. The agreement however
represents a change in service between
Alabama and AEC. AEC is presentlyserved by'Alabama pursuant to an
interconnection agreement under
consideration in Docket No. ER80-506,

SSee Attachment A for Rate Schedule
designations.

2Baldwin County Electric Membership
Corporation (Baldwin) and Pioneer Electric
Cooperative (Pioneer).

3Alabama Public Service Commission. Order No.
2800. issued August 29. 1980.

The transmission agreement adds to the
service received by AEC by Including
wheeling to AEC's two distribution
cooperative customers. Alabama's
submittal, therfore, constitutes a change
in service within the purview of section
35.1(c) of the regulations and a change in
rate-schedule subject to suspension
under section 205 of the Federal Power
Act.

Alabama and AEC have joined In a
request for waiver of the 60-day notice
requirement of section 35.3 of the
Commission's regulations in order to
allow an effective date of September 1,
1980. The parties state that
implementation of the agreement is
necessary for AEC to begin providing
power to the particular delivery points
covered by the agreement. Inasmuch as
both parties to the agreement have
specifically requeste waiver, and no
protests have been received, we find
that good cause exists to grant waiver of
the notice requirements,

Our review indicates that the
proposed formula and the rates
calculated under the formula hve not
been shown to be just and reasonable
and may be unjust, unreasonable,
unduly discriminatory, preferential, or
otherwise unlawful. Accordingly, we
shall accept the formula and associated
rates for filing and suspend their
operation as ordered below.In a number of suspension orders,4 we
have addressed the considerations
underlying the Commission's policy
regarding rate suspensions. For the
reasons given there, we have concluded
that rate filings should generally be
suspended for the maximum period
permitted by statute where preliminary
study leads the Commission to believe'
that the filing may be unjust and
unreasonable or that it may run afoul of
other statutory standards. We have',
acknowledged, however, that shorter
suspensions may be warranted in
circumstances where suspension for the
maximum period may lead to harsh and
inequitable results. Such circumstances
have been presented here. The
Commission notes that the contemplated
transmission arrangement is necessary
in order to allow AEC to commence
generation service to its distribution
cooperatives. In addition, we note that
both parties to the agreement have
requested an effective date of
September 1, 1980, and no protests to the
agreement have been received,
Accordingly, consistent with our

4'E.g., Boslon Edison Co.. Docket No. ERCO-50I
(August 29. 1980) (five month suepenslon): Alabama
Power Co.. Docket Nos. ER80-500. el al, (August 29,
1980) lone day suspension): Cleveland Ekectric
Illuminating Co., Docket No. ER80-48 (August 22,
1980) (one day suspension).
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treatment of similar rates currently
under investigation, we shall exercise
our discretion to suspend the rates and
formula for only one day, permitting the
rates to take effect subject to refund
thereafter on September 2, 1980.

In several previous dockets involving
various subsidiaries of the Southern
Company, the Commission has
suspended similar formula rates,
initiated investigation into the formulas
and resulting rates, and consolidated the
pending dockets.5 Because of the
similarity between the formula rates in
the instant docket and the formula rates
proposed in Docket Nos. ER80-58. et al.,
we shall also consolidate the instant
docket with those ongoing proceedings.

In Docket No. ER80-58,6 and in
subsequent dockets, the Commission
has consistently taken the position that
if a formulary rate which has not been
found to be just and reasonable operates
to increase rates, subsequent filings
must be made under section 205 of the
Federal Power Act. Therefore, any
subsequent revision to the charges
developed under the suspended formula
shall be fied by Alabama as a change in
rate within 60 days before its proposed
effective date. However, we shall waive
the full filing requirements of section
35.13 of the Commission's regulations as
to subsequent revisions on condition
that any increased charges shall be
collected subject to refund pending the
outcome of the Commission's
investigation.

The Commission Orders

(A) Alabama's request for waiver of
the Commission's notice requirements is
hereby granted.

(B] The formula and associated rates
for transmission service contained in the
proposed transmission agreement are
hereby aooepted for filing and
suspended for one day from the
proposed effective date, the rates to
become effective September 2,1980,
subject to refund.

(C) Waiver of the full filing
requirements contained in section 35.13
of the regulations is hereby granted for
future changes in transmission charges
made in accordance with the formula
filed herein, on the condition that
Alabama agrees to collect any increased
charges under the formula subject to
refund pending Commission

See Docket Nos. ER80-58 and consolidated
Docket Nos. ER80-65, ERO-180 (Florida Power
Corporation). ERSO-248 (Jacksonville Eectric
Authority), ER80--262 (Florida Power and Light
Company. ERBO-343 (Savannah Electric and Power
Company). ER8O-415 (Mississippi Power and Light
Company and ERSO-506 (Alabama Power
Company). ABC was granted leave to intervene in
Docket No. ER80-58.

'Order issued February 12,1980.

investigation. Alabama shall file any
changes in the charges under the
formula with the Commission within 60
days before their proposed effective
dates.

(D) Pursuant to the authority
contained in and subject to the
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
section 402(a) of the Department of
Energy Act and by the Federal Power
Act, particularly sections 205 and 206
thereof, and pursuant to the
Commission's Rules of Practice and
Procedure and the regulations under the
Federal Power Act (18 CER, Chapter I), a
public hearing shall be held concerning
the justness and reasonableness of the
formula and rates proposed by Alabama
in this docket.

(E) This proceeding is hereby
consolidated with Docket Nos. ER80-58,
ER80-65, ER80-160, ER80-243, ER80-262,
ER80-343. ER80-415, ER8O-466 and
ER80-506 for purposes of hearing and
decision.

(F) The Secretary shall promptly
publish this order in the Federal
Register.

By the Commission.
Kenneth F. Plumb,
Secretary

Attachment A-Alabama Power Company,
Docket No. ER8O-715

Filedi August 29.1980.
Dated: August 28,1980.
Other Party- Alabama Electric Cooperative.
Effective: September 2.1900. subject to

refund.

Designation and Description
(1) Rate Schedule FERC No. 147 (Supersede

Service Agreements dated May 7,197a. with
Baldwin County and dated February 13.19"3,
with Pioneer under Electric Tariff Orig. Vol.
No. I)-Agreement For Transmission Service
To Distribution Cooperative Members of
Alabama Electric Cooperative.

(2) Supplement No. 1 to Rate Schedule
FERC No. 147-Delivery Point Agreement
(Baldwin Co. E.M.C.)

(3) Supplement No. 2 to Rate Schedule
FERC No. 147-Delivery Point Agreement
(Pioneer Electric Cooperative).

(4) Supplement No. 3 to Rate Schedule
FERC No. 147--Exhibit B. Definition or
Service Levels and Associated Losses.

(5) Supplement No.4 to Rate Schedule
FERC No. 147-Exhibit C Capacity Charges
for Transmission facilities (115 KV and
above).

(6) Supplement No. 5 to Rate Schedule
FERC No. 147-Exhibit D. Capacity Charges
for Service from Sub-Transmission Facilities
(39 to 09 KV).

(7) Supplement No. 6 to Rate Schedule
FERC No. 147-Exhibit E Capacity Charges
for Service from Transmission Substations
Facilities (Sub-Transmission Voltage High
side and primary distribution-low side).

(8) Supplement No. 7 to Rate Schedule
FERC No. 147-Exhibit F. Capacity Chares
for Primary Distribution.

(9) Supplement No. 8 to Rate Schedule
FERC No. 147-Losses at Each Service Level.

(10) Supplement No. 1 to Supplement No. 4
Rate Schedule FERC No. 147-Rates for 1980.

(11) Supplement No. 1 to Supplement No. 5
Rate Schedule FERC No. 147-Rates for 1960.

(12) Supplement No. 1 to Supplement No. 6
Rate Schedule FERC No. 147-Rates for 1980.

(13) Supplement No. 1 to Supplement No. 7
Rate Schedule FERC No. 147-Rates for 1980.

BILLNG COOE 6450-8s-M

(Projects Nos. 3353, 3355, and 33651

Continental Hydro Corp4 Application
for Preliminary Permit

October24,1980.
Take notice that Continental Hydro

Corporation (Applicant filed on August
25.1980, there applications for
preliminary permits [purusant to the
Federal Power Act, 16 U.S.C. § §791 (a)-
825(r)] for the projects described below.
Correspondence with the Applicant on
these projects should be addressed to:
Mr. A. Gail Staker, President,
Continental Hydro Corporation, 141
Milk Street. Suite 1143, Boston.
Massachusetts 02109.

The proposed projects are located as
follows:

(i) Salamonie Dam Project No. 3353
would be located at the US. Army
Corps of Engineers' Salamonie Dam and
Lake, a flood control project, on the
Salamonie River near Huntington, in
Wabash County, Indiana.

(ii) Monroe Dam Project No. 3355
would be located at the U.S. Army
Corps of Engineers' Monroe Dam and
Lake, a flood control project, on the Salt
Creek River near Guthrie, in Monroe
County, Indiana.

(ih] Mississinewa Dam Project No.
3365 would be located at the U.S. Army
Corps of Engineers' Mississinewa Dam
and Lake, a flood control project, on the
Mississinewa River near Peoria, in
Miami County, Indiana.

Projects Descriptions-The three
proposed projects would utilize existing
U.S. Army Corps of Engineers' dams and
reservoirs.

Project No. 3353 would consist ofi (1)
a penstock extending from the outlet
works; (2) a powerhouse located on the
east bank of the river, (3) transmission
lines; and (4) appurtenant facilities.
Applicant estimates the capacity of the
project to be 2.78 MW, and the annual
energy output to be 11.1 GWh.

Project No. 3355 would consist of: (1)
a penstock extending from the outlet
works; (2] a powerhouse located on the
east bank of the river, (3) transmission
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lines; and (4) appurtenanLtfacilities.
Applicant estimates the capacity of the
project to be 1.75 MW, and the annual
energy output to be 7.0 GWh.

ProjecteNo. 3365 would consist of: (1)
a penstqck extending from the 16" outlet
conduit; (2) a powerhouse located on the
northwest bank of the river; (3)
transmission lines; and (4) appurtenant
facilities. Applicant estimates the
capacity of the project to be 4.13 MW,
and the annual energy output to be 16.5
GWh.

Purpose of Project-Energy produced-
at proposed Projects Nos. 3353 and 3355
would be sold to Public Service
Company of.Indiana, while proposed
ProjectNo. 3365 would sell'energy to

- Indiana and Michigan Electric
Company.

Proposed Scope and Cost of Studies
Under Perjit-Applicant has requested
a 36-month permit to prepare a -,
definitive report for each project,
including preliminary design and
economic feasibility studies,
environmental-and social studies, and
soils and foundation data. The cost of
the aforementioned activities along with
obtaining agreements with other
Federal, State, and local agencies are
estimated by the Applicant to be $51,000
for Project No. 3353, $49,000 for Project
No. 3355, and $57,000 for Project No.
3365.

Purpose of Preliminary Permit-A.
preliminary permit does not authorize
construction. A permit, if issued, gives
the Permittee, during the term of the
permit, the right of priority of
application for license while the
Permittee dndertakes the necessary
studies and examinations to determine
the engineering, economic, and
environmental feasibility of the
proposed project, the market for the
power, and all other information
necessary for inclusion in an application
for a license.

Agency Commehts-Federal, State,
and local agencies that receive this
notice through direct mailing from the
Commission are invited to submit
comments on the described applications
for preliminary permits,) Copies of the
applications may be obtained directly
from the Applicants.) Comments should
be confined to substantive issues
relevant to the issuance of a permit and
consistent with the purpose of a permit
as described in this notice. No other
formal request for comments will be
made. If an agency does not file
comments within the time set below, it
will be presumed to have no comments.

Competing Applications-Anyone
desiring 'to file a competing application
must submit to the Commission, on or
before December 26,1980, either the

competing application itself or a notice
of intent to file a competing application.
Submission of a timely notice of intent
allows an interested person to file the
competing application no later than
February 24, 1981. A notice of intent
must conform With the requirements of
18 CFR 4.33(b) and-{c), as amended 44
FR 61328, (October 25, 1979). A
competing application must conform
with the requirements of 18-CFR 4.33(a)
and (d), as amended, 44 FR 61328
(October 25, 1979).

Comments, Protests, oiPetitions to.
Intervene--:Anyone desiring to be heard
or to make any protest about these
applications should file a petition to
intervene or a protest with the Federal
Energy Regulatory Commission, in
accordance with the requirements of the
Commission's Rules of Practice and
Procedure, 18 C.F.R., § 1.8 or § 1.10
(1979). Comments not in the nature of a
protest may also be submitted by
conforming to the procedures specified
in § 1.10 for protests. In determining the
appropriate action to take, the
Commission will consider all protests or
other comments filed, but a person who
merely files a protest or comments does
not become a party to the proceeding.
To become a party, or to participate in
any hearing, a person must file a
petition to intervene in accordance with
the Commission's Rules. Any comments,
protest, or petition to intervene must be
filed on or before December 26,1980.
The Commission's address is: 825 North
Capitol Street, NE., Washington, D.C.
20426. The apllications are on file with
the Commission and are availablb for
public inspection.
Kenneth F. Plumb, -

Secretary.
IFR Doc. 80-33991 Filed 16-30-M. 8:45 am]

BILLING CODE 6450-5-M

(Docket No. ER80.434]

Duke Power'Co.; Order Accepting for
Filing and Suspending Revised Fuel
Conservation Energy Rate Schedule,
Initiating Hearing, and Establishing
Procedures

October 24, 1980.

On Mvarch 28, 1980, the Commission
issued an order in Docket Nos. ER78-
229, et al., which established principles
regarding the submittal of fuel
conservation energy rate schedules to
the Commission. The order required the
utilities in those dockets to file revised
fuel conservation rates in compliance
with -the established principles. On
August 27, 1980, Duke Power Company

(Duke) completed its-filing ' of a revised
fuel conservation energy rate schedule 2
pursuant to the Statement of Principles
set forth in the Commission's March 28,
198Q order.3

Notice of Duke's filing was issued on
June 9, 1980, with responses due on or
before June 30,1980. No comments,
protests or petitions to intervene have
been received.

Under the fuel conservation rates
proposed by Duke, the charge for energy
delivered from Duke's system would
consist of the comjany's out-of-pocket
costs, including the estimated costs of
transmission losses, plus 10% of such
out-of-pocket costs or 2 mills/kWh,
whichever is less. Fuel conservation
energy delivered from the system of a
third party would be priced at cost plus
the estimated cost of associated
transmission losses. The proposed rate
schedule specifies that the estimated
cost of transmission losses-'ould be
based on average transmission losses
and the incremental energy costs of
Duke at the time of delivery. The
proposed rate schedule also provides
that out-of-pocket cost would be based
on the greater of the actual fuel cost
during the time of delivery or the
highest-cost replacement fuel obtained
during the 60-day period subsequent to
the time of delivery. The out-of-pocket
cost determination is to be made on a
station or unit basis for the quantity of
fuel used by the station or unit with no
subsequent adjustments based on
changes in fuel cost after the time of
delivery. •

In addition to the above energy
charges, the proposed fuel conservation
energy rate schedule includes a facilities
charge which is to be developed from a
formula and expressed on a per kWh
basis when energy is generated on
Duke's system as follows:

(1) Capacity charges equal to the then
current annualized costs of the
generating units employed to deliver fuel
'conservation energy. Energy delivered
would be allocated on an hourly basis to
appropriate operating units; capacity
charges would then be calculated by
taking the sum of the products of
allocated kWh's and the annualized
costs ($/kWh) on a unit-by-unit basis:
plus

'Duke originally submitted its filing on June 2,
1980. The company was notified by loiter doted July
23,1980 that its filing was deficient.

2 See Attachment A for rate schedule
designations.

3While Duke has submitted Its revised rate
schedule In accordance with the March 28, 1980
order. It should be noted that Duke's present fuel
conservation energy rate schedules, which became
effective January 1,1974. were not at Issue In those
dockets.
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(2) A transmission facilities charge
equal to the then current annualized
fully allocated costs of the estimated
bulk transmission system. The foregoing
transmission charge also.would be
applicable to third party transactions.

In order to comply with the Statement
of Principles contained in the
Commission's March 28, 1980 order,
Duke has also included language in its
rate schedule which describes its
proposed dispatch priority and
replacement pricing methodology. With
respect to dispatch priority of fuel
conservation energy, Duke would assign
these transactions a priority after all
firm requirements and emergency
service requirements are met. The
company's replacement pricing
methodology provides for prices to be
based on the highest-cost replacement
fuel obtained during the 60-day period
subsequent to the time of delivery.
Pursuant to the Statement of Principles,
the rate schedule provides that
corrected billing must be rendered
within a specified period [120 days)
following the delivery of fuel
conservation energy, unless the
purchaser agrees to an extension of
time.

Discussion
While Duke has provided a sample

computation using a rate of return
component of 11.03% (15.0% on equity),
the formula itself does not provide a
clear basis on which a determination
can be made as to whether the revenues
produced by the formula would be just
and reasonable.

The proposed fixed charge rate
formuila also contains components
which are to be stated on a percentage
basis, for renewal and replacement
expenses, insurance and property taxes.
The formula does not specify the bases
on which these amounts are to be
derived and its does not indicate
whether the costs developed are to be
associated only with the unit(s)
providing the service. Furthermore, the
formula does not define the bases for
deriving the percentage amount to be
included for renewal and replacement
expenses. In view of the foregoing, the
proposed formula may not properly
track the cost of the units directly
assigned to fuel conservation energy
service.

In addition the proposed fixed charge
rate formua provides for the recovery of
depreciation expense based on the
application of a straight-line
depreciation percentage (based on
average system depreciation rates] to
gross investment in the unit(s) providing
fuel conservation energy service:
Because the units anticipated to provide

fuel conservation energy are the older.
more depreciated, if not nearly fully
depreciated, units on Duke's system.
application of the depreciation
percentage to the gross investment cost
of these units may result in the over
recovery of costs.

Our analysis indicates that the
proposed fixed charge rate formula
lacks specificity as to the bases upon
which several components are derived,
that certain formula components may
not accurately track the costs associated
with the facilities assigned to fuel
conservation energy service, and that
the rates under the proposed rate
schedule may be unjust, unreasonable.
unduly discriminatory, preferential, or
otherwise unlawful. Accordingly, we
shall accept the proposed fuel
conservation rates for filing, suspend
them as ordered below, and order a
hearing to be convened in this
proceeding.

In a number of suspension orders,' we
have addressed the considerations
underlying the Commission's policy
regarding rate suspensions. For the
reasons given there, we have concluded
that rate filings should generally be
suspended for the maximum period
permitted by statute where preliminary
study leads the Commission to believe
that the filing may be unjust and
unreasonable or that it may run afoul of

'other statutory standards. We have
acknowledge, however, that shorter
suspensions may be warranted in
circumstances where suspension for the
maximum period may lead to harsh and
inequitable results. Such circumstances
are presented here. While Duke's
present rate schedule was not a part of
the proceedings in Docket Nos. ER78-
229, et aL, the company has voluntarily
submitted a revised fuel conservation
energy rate schedule in keeping with the
spirit of the Commission's principles
enunciated in our March 28,1980 order.
We also believe tht the revised rates.
should be made effective as soon as
possible so they they will be in place in
the event that a fuel emergency should
occur. Additionally, no parties have
protested or petitioned to intervene in
this docket. In order to ensure refund
protection for Duke's affected customers
pending further review of the proposed
rates, we shall exercise our discretion to
suspend the rates for only one day from
60 days after filing, permitting the rates
to take effect subject to refund
thereafter on October 28, 1980.

IE: B,swn Edison Co, Dokc,z .N ER[- 5d
(August 29, 19801 (fie month s ~rcnrI, -
Power Cbpom . Doclet.Nos. ER8O506- efoi-
1.4 ugust -.0, 190 lone da sp:SW: : Chi.t rd
Efectrnc llajflarqt Cemnpa;3, Dexht Nj.
ER80,488 (August 2 19.jj Ine diy su.r'zo4

The Commission Orders

(A) Duke's fuel conservation energy
rate schedule is hereby accepted for
filing and suspended for one day from 60
days after filing, to become effective on
October 28. 1980, subject to refund
pending hearing and decision thereon.

(B) Pursuant to the authority
contained in and subject to the
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
section 402(a) of the DOE Act and by the
Federal Power Act, particularly sections
205 and 206 thereof, and pursuant to the
Commission's Rules of Practice and
Procecure and the regulations under the
Federal Power Act (18 CFR, Chapter 1,
1980),a public hearing shall be held
concerning the justness and
reasonableness of Duke's proposed fuel
conservation energy rate schedule.

(C A presiding administrative law
judge, to be designated by the Chief
Administrative Law Judge, shall
convene a conference in this proceeding
to beheld within thirty (30) days of the
date of issuance of this order in a
hearing room of the Federal Energy
Regulatory Commission, 825 North
Capitol Street, NYE., Washington, D.C.
20426. This conference shall be held for
purposes of establishing a procedural
schedule, including the submittal of a
case-in-chief and supporting materials
by Duke. The designated law judge is
authorized to establish procedural dates,
and to rule on all motions (except
motions to consolidate or sever and
motions to dismiss), as provided for in
the Commission rules of Practice and
Procedure.

(D) The Secretary shall promptly
published this order in the Federal
Register.

By the Commission.
Kenneth F. Plumb,
Secretary.

Attachment A-Duke Power Company Rate
Schedule Designations, Docket No. ERBG-434

Da; xation and Description
(1) Rate Schedule FERC No. 272

(Supersedes Rate Schedule FERC No. 265)-
Schedule FCE (Filed 6/01/80].

(2) Supplement No. 1 to Rate Schedule
FERC No. 272-Annual Fixed Charge Rate
Formula (Filed 8/271/80).

(3) Exhibit A to Rate Schedule FERC No.
272-Computations of the various
components of annual FCR portion of FCE
schedules,

OILLNG CODE 645-a-u
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[Project No. 34371

Hydroelectric Constructors, Inc.;
Application for Preliminary Permit

October 24, 1980.

Take notice that Hydroelectric
Constructors, Inc. (Applicant) filed on
September 4,1980, an application for
preliminary permit [pursuant to the

* Federal Power Act, 16 U.S.C. § § 791(a)-
825(r)] for proposed Project No. 3437 to
be known as Grand Valley Project
located on the Colorado River near the
Town of Grand Junction, Mesa County,
Colorado. Correspondence with the
Applicant should be directed to: Mr.
Glen G. Dorman, President,
Hydroelectric Constructors, Inc.,'Box 6,
5353 West Dartmouth Avenue, Denver,
Colorado 80227.

Project Description-The proposed
project would utilize the existing U.S.
Water and Power Resources Service's
Grand Valley Diversion Dam and
reservoir and would consist of a
powerhouse with one or more
generating units having a total rated
capacity of 1.145 MW, a switchyard and
a 1-mile long transmission line. The
project would be capable of generating
up to 9,630,000 kWh annually saving the
equivalent of 15,800 barrels of oil or
4,500 tons of coal.

Purpose of Project-Energy generated
at the project would be sold to the
Public Service Company of Colorado or
other utilities in the area of the project.

Proposed Scope and Cost of Studies
under Permit-The work proposed
under the preliminary permit would
include economic analysis,-preparation
of preliminary engineering plans, a
study of environmental impacts and a
study of the project's compatibility with
irrigation needs. Based on re'sults of
these studies, Applicant would decide
whether toproceed with more detailed
studies and the preparation of an
application for license to construct and
operate the project. Applicant estimates
that the cost of the work to be -
performed under the preliminary permit
would be $50,000. E

Purpose of Preliminary Permit-A
preliminary permit does not authorize
constiuction. A permit, if issued, gives
the Permittee, during the term of the
permit, the right of priority of
application for license while the
Permittee undertakes the necessary
studies and examinations to determine
the engineering, economic, and.
environmental feasibility of the
proposed project, the market for the
power, and all other information
necessary for inclusion in an application
for a license.

Agency Comments-Federal, State,
and local agencies that receive this
notice through direct mailing from the
Commission are invited to submit
comments on the described application
for preliminary permit. (A copy of the

,'application may be obtained directly
from the Applicant.) Comments should
be-confined to substantive issues
relevant to .the issuance of a permit and
consistent with the purpose of a permit
as described in this notice. No other
formal request for comments will be
made. If an agency does not file
comments within the time set below, it
will be presumed to have no comments.

Competing Applications-Anyone
desiring to file a competing application
must submit to the Commission,; on or
befdre January 5, 1981, either the
competing application itself or a notice
of intent to file a competing application. •
Submission of a timely notice of intent
allows-an interested person to file the
competing application no later than
March 6, 1981. A notice of intent must
conform with the requirements of 18
CFR 4.33 (b) and (c), as amended 44 FR
61328, (October 25, 1979). A competing-
application must conform with the
requirements of 18 CFR 4.33 (a) and (d),
as amended, 44 FR 61328 (October 25,
1979].Comments, Protests, or Petitions "o
Intervene-Anyone desiring to be heard
or to make any-protest about this
application should file a petition to
intervene or a protest with the Federal
Energy Regulatory Commission, in.
accordance with the requirements of the
Commission's Rules of Practice and
Procedure, 18 CFR 1.8 or 1.10 (1979).
Comments not in the nature of a protest
may also be submitted by conforming to
the procedures specified in § 1.10 for

-protests. In determining the appiopriate
action to take, the Commission will

.consider all protests or other comments
filed, but a person who merely files a
protest or comments does not become a
party to the-proceeding. To become a
party, or to participate in any hearing, a
person must file a petition to intervene
in accordance with the Commission's
Rules. Any comments, protest, or
petition to intervene must be filed on or
before January 5. 1981. The
Commission's address is: 825 North
Capitol Street, NE., Washington, D.C.
20426. The application is on file with the
Commission and is available for public
inspection.
Kenneth F. Plumb,
Secretary.
JF1 Doe. 80-33993 Filed 10-38-80 8:45 aml

BILLING COD 6450-85-M °

[Docket No. ER80-5461

Monongahela Power Co., West Penn
Power Co., Potomac Edison Power
Co., Virginia Electric & Power Co.;
Order Accepting For Filing and

-Suspending Proposed Rates in Part,
Granting Waiver of Notice
Requirement, Consolidating
Proceedings, and Establishing
Procedures

Issued: October 17, 1980.
On July 23,1980, as completed on

August 18, 1980,1 Allegheny'Power -
Service Corporation (APS) filed on
behalf of Monongahela Power Company,
Potomac Edison Power Company, and
West Penn Power Company-the
electric utilities making up the
Allegheny Power System-Amendment
No. 8 to an Operating Agreement dated
January 1, 1973, which provides for
interchange services between the
Allegheny Power Sygtem Companies,
and the Virginia Electric and Power
Company (VEPCO).2

Amendment No. 8 provides for an
increase in the demand charge'for shortk
term power from $0.070/Kw-week to
$0.85/Kw/week and an increase in the
demand charge for limited-term power
from $3.75/Kw/mofith to $4.50/Kw/
month. Related short-term and limited-
term third party transmission charges
would be increased from $0.175/Kw-
week and $0.74/Kw-month to $0.24/Kw/
week and $1.00/Kw/month,
respectively. The existing 10% adder to
the purchase cost of energy and the 15%
adder to the purchase cost ofenergy
supplied by third parties would be
limited to 2.0 mills/Kwh and 1.0 mills/
Kwh, respectively.

APS has requested the Commission to
waive the notice requirements 6f section
35.3 of the regulations to permit
Amendment No. 8 to become effective
August 1, 1980.

Notice of the filing was issued on
August 4, 1980, with responses due on or
before August 22, 1980. No comments,
protests, or petitions to intervene were
filed.

Discussion

APS's proposed short-term and
limited-term demand charges, third
party transmission charges, and capped
percentage adders are identical to rates
and charges previously accepted by the

I The Commission's iling requirements were
satisfied when Virginia Electrtic and Power
Company submitted its certificate of concurrence
and cost support for the revised Interchange rates,

2 See Attachment for rate schedule designations,
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Commission.3 Similarly, VEPCO's third
party transmission charges and capped
percentage adders have also been
accepted by the Commission.4 The
Commission permitted the previously
submitted rates to become effective on
August 1. 1980, and we believe that a
concurrent effective date for the instant
charges will facilitate implementation of
the various service schedules among the
parties with which APS is
interconnected. Thus, we find that good
cuse exists to grant waiver of the notice
requirements and we shall accept the
portions of the instant submittal
identified above for filing to become
effective August 1, 1980, without
suspension.

Our analysis indicates, however, that
the'short-term and limited-term demand
charges proposed by VEPCO suffer from
the same inadequacies as the rates
recently submitted by VEPCO in Docket
No. ER80.485. The company has
provided identical cost data in support
of the identical short-term demand
charge; the proposed limited-term
demand charge is based directly on the
short-term demand charge (expressed as
a per month charge and adjusted to
reflect 20% reserves]. As in the prior
proceeding, we find that these proposed
rates have not been shown to be just
and reasonable and may be unjust,
unreasonable, unduly discriminatory,
preferential, or otherwise unlawful.
Accordingly, we shall accept VEPCO's
proposed short-time and limited-term
demand charges for filing and suspend
them as ordered below.

In a number of suspension orders,5 we
have addressed the considerations
underlying the Commission's policy
regarding rate suspensions. For the
reasons given there, we have concluded
that rate filings should generally be
suspended for the maximum period
permitted by statute where preliminary
study leads the Commission to believe
that the filing may be unjust and
unreasonable or that it may run afoul of
other statutory standards. We have
acknowledged, however, that shorter
suspensions may be warranted in
circumstances where suspension for the
maximum period may lead to harsh and
inequitable results. Such circumstances

3 Pennsylvania-New lersey-Ma ryland
Interconnection. et ol. Docket Nos. ,RS0A27. el a.
(Order issued July 31,1980).

4 Pennsylvania-Newjersey-Maryland
Interconnection, and Virginia Electric & Pawer Ca.
Docket Nos. ERO.484 and EMR8.485 (order issued
August 21. 1980).

-Eg., Boston Edison Co.. Docket No. ER80-508
(August 29.1980) [five month suspension); Alabama
Power Co.. Docket Nos. ER8--506, etoL. (August 29.
1980) (one day suspension]; Cleveland Electric
Illuminating Co.. Docket No. ER80-488 (Augua;t 22.
1980] (one day suspension).

have been presented here. The
Commission notes that with respect to
the same short-term demand charge as
that currently proposed by VEPCO, the
Commission ordered a one-day
suspension in Docket Nos, E.RB0-484 and
ER80-485. We indicated that potentially
excess revenues could be offset, in part.
by the use of fixed adders, and that the
services in question lend themselves to
a nominal suspension. Consistent with
the suspension period ordered in Docket
Nos. ER80-484 and ER8O-485, we shall
exercise our discretion to suspend
VEPCO's short-term and limited-term
demand charges for one day permitting
that portion of the instant submittal to
take effect subject to refund thereafter
on August 2, 1980. Moreover, because
this docket presents questions of law
and fact common to those being
considered in Docket Nos. ER80-484 and
ER 80-485, we shall consolidate this
proceeding with the proceedings in
Docket Nos. ER8O-484 and ER 80-485.6

In addition, our analysis in Docket
Nos. ER80-484 and ER 80-485 indicated
the VEPCO's use of average system
production investment in support of
interchange service demand charges
was improper because such average
system pricing does not track the
demand related costs of the marginal
units assigned to interchange service.
Our order establishing the hearing in
those dockets on the proposed demand
charge limited the scope of the
proceedings to the proper development
of the production component of
VEPCO's interchange service demand
charges. Accordingly, we shall similarly
limit the scope of this proceeding to the
proper development of the production
component of VEPCO's proposed
demand charges for short-term and
limited-term power.

The Commission Orders
(A) Waiver of the notice requirements

of section 35.3 of the Commission's
regulations is hereby granted.

(B) APS's proposed short-term,
limited-term, and related third party
transmission rates (including the
associated capped adders) and
VEPCO's proposed third party
transmission rates (including all of
VEPCO's proposed capped adders) are
hereby accepted for filing, to become
effective August 1,1980, without
suspension.

(C) The short-term and limited-term
demand charges proposed by VEPCO in
this proceeding are hereby accepted for
filing and suspended for one day, to

6A preheating conkrence wa s held In Docket
Nos. ER80-484 and ER 80-485 on September 4.1980.
and a procedural schedule has been adopted.

become effective on August 2,1980,
subject to refund pending hearing and
decision thereon.

(D) Pursuant to the authority
containedin and subject to the
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
section 402(a] of the DOE Act and by the
Federal Power Act, particularly sections
205 and 206 thereof, and pursuant to the
Commisssion's Rules of Practice and
Procedure and the regulations under the
Federal Power Act [18 CFR, Chapter I
(1980)], a public hearing shall be held
concerning the justness and
reasonableness of the short-term and
limited-term demand charges proposed
by VEPCO in this proceeding. The
investigation shall be confined to the
limited issue of the proper development
of the production component of
VEPCO's proposed demand charges for
short-term and limited-term power.

(E) This proceeding is hereby
consolidated with Docket Nos. ER80-484
and ER 80-485 for purposes of hearing
and decision thereon.

(F) The administrative law judge
previously designated to preside in
Docket Nos. ER8-484 and ER 80-485
shall convene a conference in this
consolidated proceeding at the earliest
convenience of the parties in order to
establish a procedural schedule that will
accommodate consolidation of Docket
Nos. ER80-546 with the pending
proceeding.

(G) The Secretary shall promptly
publish this order in the Federal
Register.

By the Commission.
Kenneth F. Plumb,
Secretay.

Allegheny Power Service Corporation Rate,
Schedule Designations, Docket No. ERSO-546

Designation and Description

(1) Monongahela Power Company,
Supplement No. 6 to Rate Schedule FPC No.
32-Short Term Power.

(2) Supplement No. 7 to Rate Schedule FPC
No. 32-limited Term Power.

(3) The Potomac Edison Company.
Supplement No. 6 to Rate Schedule FPC No.
33-Short Term Power.

(4) Supplement No. 7 to Rate Schedule FPC
No. 33-imited Term Power.

(5) West Penn Power Company,
Supplement No. 6 to Rate Schedule FPC No.
31-Short Term Power.

(6) Supplement No. 7 to Rate Schedule FPC
No. 31-Limited Term Power.

(7) Virginia Electric and Power Company.
Supplement No. 6 to Rate Schedule FPC No.
99 (Concurs in (1H46) abovej-Certificate of
Concurrence.
[FR Doc. 8-33M Fild 10-30-8). 8:45 am)
BIMLIIG COOE 6450-8S-M
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[Project No. 2865]

City of Shawano; Application for
Short-Form License (Minor)
Otober 24, 1980.

Take notice that the City of Shawano
(Applicant] filed on-August 31,-1978, an
application for license [pursuant to the
Federal Power Act, 16 U.S.C. 791(ah
825(r]] for construction and operation of
an existing water power project to be
known as Shawano Project No. 2865.,
The project is located on the Wolf River
near the City of Shawano, Shawano
County, Wisconsin. Correspondence
with the Applicant should be directed
to: Mr. J. Leroy Thilly, Boardman, Suhr,'

-Curry and Field, Attorneys for City of
Shawano, Post Office Box 927, Madison,
Wisconsin 53701.

Project Description-The existing
Shawano projectis operated as a run-of-
river project and consists of: (1) an
existing reinforced concrete dam
approximately 150 feet long and 28 feet
high, with-two earth embankments and
a concrete spillway section with six
steel Tainter gates, 14 feet by 14 feet; (2)
an existing reservoir with a surface-area
of approximately 197 acres; (3) an
existing powerhouse ontaininga
hydroelectric generating unit with an
installed capacity of 640 kW; (4] a
proposed one mile long by 12,470 volt
transmission line tobe constructed to
connect the project to the distribution
system of Shawano; and (5) appurtenant
facilities. The estimated annual "
geieration of the project would be 5,500
MWh.

Purpose of Project-The project
energy would be distributed to
residential, commercial, industrial, and
rural customers in the Shawano areas
served by the MunicipalElectric Utility.
of Shawand..

Agency Comments-Federal, State,
and local agencies that receive this
notice through direct mailing from the
Commission are requested to provide
comments pursuant to the Federal
Power Act, the Fish and Wildlife
Coordination Act, the Endangered
Species Act, the National Historic
Preservation Act, the Historical and
Archeological Preservation Act, the
National Environmental Policy Act, Pub.
L. No. 88-29, and other applicable
statutes. No other formal requests for
comments will be made-.

Comments should be confined to
substantive issues relevant to the
issuance of a license. A.copy of the
application may be obtained directly
from the Applicant. If-an agency does
not file comments within the time set-
below, it will be presumed to hav'e no
comments.

Competing Applications-This
application was filed as a competing
application to Wisconsin Power and
Light Company. Project No. 710 on the
Shawano Hydroelectric Development,
'under 18 CFR 4.33 (as amended, 44 FR
61328, October 25, 1979), and, therefore,
no further competing applications or
notices of intent to file a competing
application will be accepted for filing.

Comments, Protests, or Petitions to
Intervene--Anyone desiring to be heard
to make any krotest about this
application sliouldifilea petition'to
intervene or a protest with'the Federal'
Energy Regulatory Commission, in
accordance with the requirements of the
Commission's Rules of Practice and
Procedure, 18 CFR 1.8 or 1.10 (1979].
Comments not in the nature of a protest
may also be submitted by conforming to
the procedures specified in § 1.10 for
protests. In determining the appropriate
actionto take, the Commissionwill
consider all protests or other comments
filed; but a person who merelk files a
protest or comments does not become a
party to the proceeding. To become a
pfirty, or to participate in any hearing, a
person must file a petition to intervene
in accordance with the Commission's
Rules. Any comments, protest, or
petition to intervene must be filed on or
beforeDecember 10, 1980. The
Commission's address is: 825 North
Capitol Street, NE., Washington, D.C.
20426. The application is on file with the
Commission and is available for public
inspection.
Kenneth F. Plumb,
Secretary.
[FR Br. 80-3995 Filed o1-30-80,8:4 saml

BILUNG CODE 6450-85-M

[Docket No. ELO-15]
Sierra Pacific Power Co. v. ML Wheeler

Power, Inc.; Declaratory Order
Issued: October 24; 1980.

By a jointly filed letter with an
enclosure of correspondence between
them, Sierra Pacific Power Co. (Sierra

- Pacific) and Mt. Wheeler power, Inc.
(Mt. Wheeler) on February 20, 1980,
petitioned the Commission for an order
construing the meaning of a disputed
provison of Sierra Pacific's tariff
governing transactions with Mt.
Wheeler." We view the letter filing to be
a joint petition for declaiatory order
under 18 CFR 1.7 (1980).

Notice of the filing was issued
February 29, 1980, with responses due
no later than March 24, 1980. On March
24, 1980, Pacific Gas & Electric Co.

'Sien'aPacijfc Power Co. Rate Schedule I7pC No.
11; Schedule R.

(PG&E], a customer of Sierra Pacific
taking service under a tariff identical to
Mt. Wheeler's, filed a petition to
intervene. In the petition, PG&E made no
allegations in support of or in opposition
to the positions of either Sierra Pacific
or Mt. Wheeler.
' The provision in controversy is

paragraph "B. Billing Demand" of
Schedule R, which reads as follows:

The billing demand for any period shall be
the greater of the measured demand for the
current period; or fifty percent (50%) of the
highest billing demand established by the
Customer during the preceding eleven (11)
months.

Sierra Pacific construes the provision
to mean that where, for any currpnt
billing period, there is no measured
demand, and also there is no measured,
demand during the preceding 11 month
period, there nevertheless will be a
billing demand for the current billing
period if there was a measured demand
prior to the li'month peirod. The billing
demand for the current billing period
will be a ratcheted percentage (50%] of
the highest billing deiriand set in the
preceding 11 month period. Sierra
Pacific's construction is based upon Its
literal reading of the provision and
particularly upon the parties' usage In
paragraph "B" of the phrase "billing
demand" to describe the demand In the
preceding 11 month period by which the
ratchet-is mulitplied to determine the
billing demand in the current billing
month.

In contrast, Mt. Wheeler interprets
Paragraph "B" to mean that where, for
any current billing period, there Is no
measured demand, and also there Is no
measured demand in the preceding 11
monthperiod, there will be no billing
demand for the current billing period.
Mt. Wheeler bases this construction
upon its translation of the phrase
"billing demand," as-It is used the
second time in-paragraph "B", to mean
"measured demand." Mt. Wheeler
argues that since there is no measured
(actual) demand during the preceding 11
month period, there is no demand
against which to multiply the ratchet.
Sierra Pacific counters this argument by
pointing out that the phrase "billing
demand," like the phrase "measured
demand," P is a term of art specifically
defined in Schedule R. Sierra Pacific
concludes that Mt. Wheeler's translation

2 Paragraph "C' appearing under the same
heading in Schedule R. "Billing Units," under which
paragraph "B". "Billing Demand" appears, specifie
in pertinent part the definition of the phrase
"measured demand":
C Measured'DamonnL" For the purposes hereof.

measured demand shall be defined as m'aximum
measured fifteen-minute'average kilowatt load
during the billing period. * * *
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of the term of art. "billing demand," into
another term of art, "measured
demand," tortures the intent of the
parties as expressed in writing in the
tariff sheet.

In construing contractural language,
the rule is that the contract language is
to be given its ordinary and commonly
accepted meaning without regard to a
subjective and unexpressed intent of
one of the parties. 3 In the tariff sheet
here, both phases, "billing demand" and
"measured demand," are expressly
given specific, separate, and mutually
exclusive definitions. These two
definitions appear separately, but side-
by-side, on the same page of Schedule R.
There is no ambiguity and no vagueness
about the meaning of these phrases as
used in Schedule R. The presence of the
definitions of the two phrases indicates
that the parties carefully and
specifically made the individual
meanings of the phrases manifestly
clear as terms of art in the tariff. Hence,
there is no justification within the four
corners of Schedule R for construing the
second use of the phrase "billing
demand" in paragraph "B" as
"measured demand."

Mt. Wheeler asserts that there is no
reasonable relation between the
operation of paragraph "B" and any
legitimate business purpose Sierra
Pacific could have for the paragraph.
Sierra Pacific responds that the demand
charge is established to provide revenue
stability from low load customers such
as Mt. Wheeler. If Mt. Wheeler wishes
to pursue its objections to the justness
and reasonableness of the demand
charge, it may do so pursuant to the
complaint procedures of section 206 of
the Federal Power Act. In such a
proceeding, Mt. Wheeler would bear the
burden of proving the demand charge to
be unlawful.

The Commission orders: (A) Pacific
Gas and Electric Company is permitted
to intervene in this docket subject to the
rules and regulations of the Commission,
provided, however, that participation of
the intervenor shall be limited to
matters set forth in its petition to
intervene, and provided further, that the
admission of the intervenor shall not be
construed as recognition by the
Commission that the intervenor might be
aggrieved by any order entered in this
proceeding.

(B) The Commission hereby declares
that the 4erm "billing demand" as used
in the second half of paragraph "B" of
Sierra Pacific's Rate Schedule R refers

3
Dana Corp. v. US. 470 F.2d 1032 1041 (CL CL

1972).

to "billing demand" and not to
"measured demand."

(C) The Secretary shall promptly
publish this order in the Federal
Register.

By the Commission.
Kenneth F. Plumb,
Secretary.
[FR Doc. W-33M F&d 1o-3O-ft &43 am]
BILUING COOE 6450-WM

[Project No. 3320]

Sugar River Hydroelectric Power Co4
Application of Preliminary Permit
October 24.1980.

Take notice that Sugar River
Hydroelectric Power Company
(Applicant) filed on August 15,1980, an
application for preliminary permit
[pursuant to the Federal Power Act. 16
U.S.C. 791(a)-825(r)] for proposed
Project No. 3320 to be known as the
Newport Sugar River Project located on
the Sugar River in Sullivan County, New
Hampshire. Correspondence with the
Applicant should be directed to: Mr.
William B. Ruger, Jr., Proprietor, Sugar
River Hydroelectric Power Company,
Box 293, Newport, New Hampshire
03773.

Project Description-The proposed
project would consist of works located
at three dam sites along a one-mile
stretch of the Sugar River in the Town of
Newport, New Hampshire, as follows:
(1) the existing Caplan Dam. a concrete
structure 175 feet long and 20 feet high.
which has a reservoir of 7 acres; (2) the
currently breached International Shoe
Dam which when reconstructed would
create a 1.5-acre reservbir; (3) the
currently breached Brampton Dam,
which when reconstructed would create
a 5.0-acre reservoir, and (4) appurtenant
facilities. Each development would
include a new or refurbished existing
powerhouse and appurtenant works.
The entire project would have a
combined installed capacity of
approximately 450 kW. Applicant
estimates that the average annual net
generation of the project would be
2,0oo,ooo kwh.

Purpose of Project-Project energy
would be sold to local public utilities or
to local industrial concerns.

Proposed Scope and Cost of Studies
Under Permit-Applicant seeks
issuance of a preliminary permit for a
period of 36 months, during which time
it would perform feasibility,
environmental, and marketing studies.
Depending upon the outcome of the
studies, the Applicant would file an
application for FERC license. The

Applicant.estimates that the total cost of
permit studies would be $40,000.

Purpose of Preliminary Permit-A
preliminary permit does not authorize
construction. A permit, if issued, gives
the Permittee. during the term of the
permit, the right of priority of
application for license while the
Permittee undertakes the necessary
studies and examinations to determine
the engineering, economic, and
environmental feasibility of the
proposed project, the market for power,
and all other information necessary for
inclusion in an application for a license.

Agency Comments-Federal. State,
and local agencies that receive this
notice through direct mailing from the
Commission are invited to submit
comments on the described application
for preliminary permit. (A copy of the
application may be obtained directly
from the Applicant.) Comments should
be confined to substantive issues
relevant to the issuance of a permit and
consistent with the purpose of a permit
as described in this notice. No other
formal request for comments will be
made. If an agency does not file
comments within the time set below, it
will be presumed to have no comments.

Competing Applications-Anyone
desiring to file a competing application
must submit to the Commission, on or
before January 5,1981, either the
competing application itself or a notice
of intent to file a competing application.
Submission of a timely notice of intent
allows an interested person to file the
competing application no later than
March 6, 1981. A notice of intent must
conform with the requirements of 18
CFR 4.33 (b) and (c), (as amended, 44 FR
61328, October 25,1979). A competing
application must conform with the
requirements of 18 CFR 4.33 (a] and (d),
(as amended, 44 FR 61328, October 25,
1979.]

Comments, Protests, or Petitions to
Intervene-Anyone desiring to be heard
or to make any protest about this
application should file a petition to
intervene or a protest with the Federal
Energy Regulatory Commission, in
accordance with the requirement of the
Commission's Rules of Practice and
Procedure, 18 CFR 1.8 or 1.10 (1979).
Comments not in the nature of a protest
may also be submitted by conforming to
the procedures specified in § 1.10 for
protests. In determining the appropriate
action to take, the Commission will
consider all protests or other comments
filed, but a person who merely files a
protest or comments does not become a
party to the proceeding. To become a
party, or to participate in any hearing, a
person must file a.petition to intervene
in accordance with the Commission's,
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Rules. Any comments, protest, or
petition to intervene must be file
before January 5,1981. The
Commission's address is: 825 No
Capitol Street, NE., Washington,
20426. The application is ofl file
Commission anl is available for
inspection. '
Kenneth F. Plumb,
Secretary.,
[FR Doe. 80-33997 Filed 10-30-80: 8:45 am]
BILLING CODE 6450-5-M

don or

rth
D.C.
vith the
public

[Docket No. CP75-127]

Tennessee Gas Pipeline Co., a Division
of Tenneco Inc. and Texas Eastern
Transmission Corp.; Petition to Amend
Further
October 14, 1980.
Take notice that on September 18,

1980, Tennessee Gas Pipeline Company,
a Division of Tenneco Inc. (Tennessee),
P.O. Box 2511, Houston, Texas 77001,
and Texas Easteri~ransnUfission
Corporation (Texas Eastern), P.O. Box
2511, Houston, Texas 77001, filed in
Docket No. CP75-127 a joint petition to
amend the order issued in the instant
docket on July 18, 1975 1 as amended,
pursuant to Section 7(c} of the Natural
Gas Act, by authorizing an additional
point of delivery in East Cameron Block
227, offshore Louisiana, all as more-fully
set forth in the petition to amend which
is on file with the Commission and open
to public inspection.

Texas Eastern and Tennessee state
that they are parties to a transportation
and exchange agreement dated October
17,1974, as amended, which provides for
the transportation and exchange of up to
230,000 Mcf of natural gas at various
points.

Tennessee and Texas Eastern propose-
herein to include in their transportation
and exchange agreement natural gas .
produced from the West Camqron Block
493 Field (WC 493 Field), offshore
Louisiana, and to provide for an
additional point of delivery by
Tennessee to Texas Eastern in East
Cameron Block 227, offshore Louisiana,
for delivery of said gas pursuant to an
amendment to the agreement datec
September 9, 1980..

It is stated that Tennessee has
secured the right to purchase gas
produced from the WC 493 Field,
offshore Louisiana, and that by order
dated June 26,1980, in Docket No. CP79-
405, it received authorization to
construct and operate 29.9 miles of 30-
inch pipeline and appurtenant facilities

'This proceeding was commenced before the
FPC. By joint regulation of October 1, 1977 (10 CFR -
1000.11, It was transferred to the Commission.

to originate in the WC 493 Field and to
extend to an existing subsea side valve
on Texas Eastern's 24-inch pipeline in
East Cameron Block 227, offshore
Louisiana (EC 227 delivery point). It ig
submitted that the line would enable
quantities of gas to be transported from
WC 493 to the EC 227 delivery point for
delivery to Texas Eastern. It is further
submitted that ihe addition of
Tennessee's WC 493 Field gas at the
proposed additional delivery point
would not increase the existing total"
contract exchange volume.

Any person desiring to be heard or to
miake any protest with reference to said
petition to amend should on or before
November 3, 1980, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10).andt the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protest filed With
the Coinmission will be considered by it
in determning the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Any person.wishing to become a party
to a proceeding orto participate as a
party in any hearing therein must file a
petition to intervene in. accordance with
the Commissions Rules.
Kenneth F. Plumb,
Secretary.
[FR Do'c. 60-33985 Filed 10-3O-80; 8:45 am]
BILLING CODE 6450-85-M

[Docket No. CP76:370]

Tennessee Gas Pipeline Co., a Division
,of Tenneco Inc., Natural Gas Pipeline
Co. of America; Petition To Amend
October14, 1980

Take notice that On September 25,
1980, Tennessee Gas Pipeline Comp any,
a Division of Tenneco Inc. (Tennessee),
P.O. Box 2511, Houston, Texas 77001,,y
and Natural Gas Pipeline Company of
America (Natural), 122 South Michigan
Avenue, Chicago, Illinois 60603, filed ii
Docket No. CP76.370 a joint petition to
amend the order issued April 18, 1980,
pursuant to Section-7(c) of the Natural
Gas Act so as to authorize two
additional delivery points for the
exchange of natural gas, all as more
fully set forth in the application which is
on file with the Commission and open to
public inspection.

Petitioners state tlat in the subject
docket, they were authorized to
construct and operate 9.5 miles of 16-
inch pipeline and to exchange of up to.
50,000 Mcf of natural gas per day

pursuant to the terms of an exchange
agreement between the parties dated
May 6, 1976.

Petitioners propose herein to add two
new delivery points pursuant to the
terms of a gas exchange agreement
between the parties dated February 11,
1980.'It is stated that Tennessee has
acquired natural gas produced in West
Cameron Block 540 offshore Louisiana,
which gas is transported by Texas
Eastern Transmission Corporation to
Stingray Pipeline Company (Stingray), It
is further asserted Stingray would
redeliver the gas to Tennessee at anew
delivery point proposed herein In West
Cameron Block 550.
- It is stated that Natural has obtained
the right to purchase natural gas
produced in Eugene Island Block Z1,
offshore Louisiana. Petitioners stat that
the establishment ofa new delivery
point to Tennessee at Edgene Island
Block 302, offshore Louisiana, would
serve to implement the delivery of such
gas.

Any person desiring to be heard or to
make any protest with reference to said
petition to amend should onror before
November 3,1980, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
the Commission will be considered by it
in determining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding,
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commission's Rules.
Kenneth F. Plumb,
Secretary.-
[FR Doc, 80-33980 Filed 10-30-80. 845 am)

BILLING CODE 6450-85-M

[Docket No. CP74.94, Phase I, Phase II;
Opinion No. 740-C]

United Gas Pipe Line Co. v. Billy J.
McCombs, R. James Stillings d.b.a.
Gastill Co., David A. Onsgard, Basin
Petroleum Corp., Louis H. Haring, Jr.,
National Exploration Co., E. I. du Pont
de.Nemours & Co., Bill Forney Sr. and
Bill Forney, Inc.; Opinion and Orde
Affirming Initial Decision on Phase I,
Denying Motion To Dismiss, and
Partially Affirming Initial Decision on
Phase II

Issued: October 24, 1980.

, !
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1.
We affirm the presiding

administrative law judge's Phase I initial
decision of March 26,1976 finding that
gas being sold by the McCombs Group
to E.L du Pont de Nemours & Company
from the "Butler A" lease in Karnes
County, Texas is dedicated to interstate
commerce. The Federal Power
Commission 2 issued a certificate of
public convenience and necessity on
December 14, 1954. dedicating gas from
oil wells on the Butler A lease to United
Gas Pipe Line Company in interstate
commerce. Evidence presented
presented in the hearings preceding
issuance of the administrative law
judge's initial decision establishes that
the Butler A lease was conrected to
United's common connection point on
January 24, 1955.3

The McCombs Group excepts to the
administrative law judge's ruling. The
McCombs Group acquired the right to
sell oil and gas from the Butler A lease
on May 19,1971 when Imperial
Investment Company assigned its
interests. The McCombs Group alleges
that the Butler No. - well, upon which
the FJC's 1954 certificate was based.
ceased production in May of 1970.'

The McCombs Group's argument is
that the Commission's certificate of
public convenience and necessity has no
legal effect beyond the scope of the 1953
contract. The McCombs Group contends
that the duration of a certificate is
determined by the specifications in the
contract. This contention is contrary to
the long-standing legal interpretation of
the United States Supreme Court
concerning the parameters of FPC
certificates.5 The Court has clearly held
that the Commission has the authority to
issue certificates dedicating the sale of
gas to interstate commerce for unlimited
duration and that the gas may only.be
diverted to intrastate commerce with the
approval of the Commission.
Significantly, when no specification as
to time limitation is stated within a
certificate of public convenience and
necessity, as is true in the instant
proceeding, the Supreme Court has ruled
that the dedication is for an unlimited

'The McCombs Group consists of Billy J.
McCombs, R. James Stillings db.a. Gastill

-Company, David A. Onsgard. Basin Petroleum
Corporation. ill Forney, Sr., and Bill Forney, Inc.

'The FPCs functions were transferred to this
agency on October 1. 1977.

'See Exhibit No. 72 and Transcript at 36.
'Ex, 73
'Suzray Mid-Continent Oil Company. v. FP. C.

364 U.S. 137 (1960). Sun Oil Company v. FP.C. 364
U.S. 170 1960). Atlantic Refining Company v. Public
Service Commission, 30O U.S. 378 (199). California
v. Southland Royalty Company, 436 U.S. 519 (1978).
United Gas Pipe Line. Inc v. McCombs, 442 US. 529
(19}

period of time regardless of whatever
time limitation is provided for in the
underlying contract.

While the McCombs Group is correct
in stating that the 1953 contract
currently in effect describes an expired
1948 leasehold interest, its conclusion
that all gas sold from the wells is no
longer subject to the Commission's
certification conflicts with the ruling in
Hunt v. F.P.C. that "[llike the ancient
convenant running with the land, the
duty to continue to deliver and sell
flows with the gas from the moment of
first delivery down to the exhaustion of
the reserve, or until the Commission, on
appropriate terms, permits cessation of
service under Section 7(b)." Sunray Mid-
Continent Oil Company v. F.P.C7
similarly expresses the view that there
is "a continuing obligation to perform
'service' imposed by the [Natural Gas]
Act which outlasts the term of a seller's
original contract sale."

The certificated dedication to
interstate commerce extends not only
beyond the term of the 1953 contract.
but also covers all depths where no
depth limitation is specified in the
contract. That was the holding regarding
the Butler B tract in Opinion No. 740 =
anti the same holding applies to the
Butler A tract as well. We reiterate the
ruling in Opinion No. 740 that the
certificate of public convenience and
necessity covers the merchantable
natural gas produced from any depth
and from all wells drilled on the
leaseholds subject to the 1953 Gas
Purchase Contract and any subsequent
amendment.

This Commission does, of course,
possess the authority to implement a
remedy in the event of an unauthorized
abandonment.' The administrative law
judge has properly instructed the
McCombs Group to repay United in kind
the gas which it sold in intrastate
commerce, but which was legally
dedicated to United in interstate
commerce.10 The judge also properly
provided that. if it is later determined
that the McCombs Group was under no

'306 F. 2d 3M. 342 (5th Cir, 1962 , 2 v1. ,n ol-er
grounds, 375 U.S. 515 (194).

2 364 U.S. 137,153-154 (190).
'Supmro. Opinion No. 740 states: In the absence

of any mention of patticular depths, we read that
language to include gas produced from any depth
and, further. gas produced benond the term of the
contract from wells which were drilled dunng the

V term of the contracL
'Section 16 of the Natural Gas Act which goverms

the period of time invol ed in this case, charges the
Commission with the responsibilit) "to perform an),
and all acts and prescribe, issue, make, amend, and
rescind such orders, rules and regulativns as it may
find necessry or appropriate to carry out the
provisions of this act."

OThe price of the volumes to be repaid are set
forth at footnote 18 herein.

legal obligation to make deliveries to
United. payback in kind from United to
the McCombs Group will be required.
The McCombs Group and du Pont
maintain that it is inequitable to order a
retroactive payback because neither
party knew that the certification
extended beyond the term of the lease,
and therefore, the intrastate sales were
made in good faith. We pass no
judgment upon the motives of the
McCombs Group and we are imposing
no punitive sanctions upon iL The state
of the law is that United is entitled to
the gas from the Butler A tract and has
been from the date of issuance of the
certificate of public convenience and
necessity. A payback obligation is an
equitable remedy that will be applied to
United as well as to the McCombs
Group in the event the state of the law is
determined to be otherwise. The
McCombs Group's argument that United
should be required to post bond to
assure repayment of the gas is rejected.
It is unlikely that United will ever be
required to pay back the gas but if it
were required to do so, we have no
doubt that repayment would be made.

II.
Nor do we find any merit to the

contention Zf the McCombs Group in its
August 24,1979 motion to dismiss Phase
I on the grounds the issue is moot due to
enactment of the Natural Gas Policy Act
which became effective December 1.
1978. The NGPA does not remove this
Commission's jurisdiction over pre-
NGPA abandonment cases. Section
601(a}{{A) of the NGPA removes
natural gas from the Comniission's
jurisdiction if it was not committed or
dedicated to interstate commerce on
November 8,1978. The "Southland
exclusion" in Section 2[18](B](iii) of the
NGPA provides that certain gas is not
considered to be committed or "
dedicated if the gas was not being sold
in interstate commerce on May 31,1978,
and neither person whose action
resulted in the gas otherwise being
"committed or dedicated," nor that
person's affiliates or successors had the
rights to the gas on May 31,1978. The
McCombs Group contends that its gas
qualifies for the Section 2(18)(B](iii)
exclusion and is therfore removed from
the Commission's Natural Gas Act
jurisdiction by operation of Section
601(a](1](A). However, such removal of
jurisdiction operates prospectively only
from December 1,1978. Prior to that
date, Commission jurisdiction under
Section 7(b) of the NGA is effective."1

11 Caifornic. et al, v. SouthmdRoyafty
Company ef al. 436 U.S. 519. (1978]: Cox v. FE C..

Footnotes continued on next page
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The Commission, therefore, possesses
authority to order paybacks for
violations of the NGA for the period up,
to December 1, 1978, regardless of
whether it lost authority to do so
thereafter under the NGPA, where it
finds that the public interest requires
that the interstate pipeline's. customers'
be made whole. This can best be
accomplished by placing those
customers in substantially the same
position that they would have been in
had the McCombs Group delivered the
gas to United during the period in.
question. In our view this is a judicious'
enforcement policy consistent with the
congressional intent referred to in the
floor statement made by the Chairman
of the Committee of the House of
Representatives that drafted the.NGPA,
Congressman John Dingell:

With respect to past violations of the
Natural Gas Abt, it is appropriate that
enforcement be accomplished through
development of judicious enforcement
policies. by the Federal Energy Regulatory
Commission in consideration of the '
objectives of the Natural Gas Policy Act. 12

We have exercised this authority over
other pre-NGPA abandonment cases
subsequent to the effective date of the
NGPA where we determined that the
public interest required payback.1 3

A look at the legislative history of the
NGPA also shows that the Act was
never intended to obviate the
Commission's authority in such
instances. Congressman Dingell clarified
this point in the House debates when he
observed that ". . .-the bill's provisions
,are prospective only in their application
and do not directly address the question
of civil penalties,'criminal prosecutions,
and obligations for payback for
violations of the Natural Gas Act
occuring prior to the date of
enactment." 14

As to the second contention of the
McComb's Group in the August 24, 1979
filing, that the NGPA has removed our
continuing jurisdiction over the Butler A
tract since December 1, 1978, w e find
that the limited record before us.is not
conclusive. The McCombs Group claims
that the Butler A field gas is no longer
dedicated to interstate commerce under

Footnotes continued from last page
581 F. 2d 449 (1978) affirming Opinion No. 1, issued
October 26,1977 and Opinion Nlo. I-A, issued
December 27, 1977.

12124 Cong. Rec. H 13110 (1978).
13 See City of Perryton, Texas, Docket No. C177-

701. order issued August 8, 1979:. G. Stone, Opinion
No. 48. Docket No. C175-277, issued July 27,1979;
and Atlantic Richfield Company, Opinion No. 56,
Docket No. C175-201, issued August 3. 1979 and
Texas Oil and Gas Corp. Docket No. C179-41, orders
Issued November 9, 1979 and February 5, 1980. This
view has also been expressed In a letter from the
Chairman of this Commission to Senator Henry M:
Jackson. Chairman of the-Senate Committee on
Energy and Natural Resources on September 8, 1978.

"1124 Cong. Rec. H13115 (1978).

Section 2(18)(B)(iii)..of the NGPA, the so-
called "Southland exclusion" provision
previously discussed. The interest in the
Butler A lease which expired in 1970
belonged to Louis H. Haring, Jr. The
McCombs Group is composed of the
owners of the lease dated February 9,
1971. On May 31,1978, Haring did not
have the right to explore for, develop,
produce, or sell natural gas on the Butler
A tract, nor was such natural gas being
sold in interstate commerce on that
date, according toan affidavit filed by
him. Therefore, the McCombs Grou5
concludes that the Butler A lease does
not fall within the Commission's
jurisdiction.

United and the staff in separate
filings, dated September 14, 1979, have
raised several arguments which call into
question the conclusions reached by the
McCombs Group.

When the record in this proceeding
was developed, the NGPA had not been
enacted, and therefore the-record was
not developed with a view toward
resolving the specific problem raised by
the NGPA. Accordingly, solely for
purposes of determining the nature of
the interests of the parties and the
applicabilityof section 2(18)(B)(iii) of
the NGPA, we shall reopen the record.
III.

The presiding administrative law
judge in his June 16,1976 initial decision
'in Phase II of these proceedings ruled on
three proposed settlements intended to
resolve all disputes between United and
producers concerning gas produced from
or attributable to the Butler B lease. One
of the proposed settlements was
submitted by the National Exploration
Company (NEC).15 It provides for a
payback of gas'to United that was,
produced but not sold to United after
November 1, 1974 whereas Opinion No.
740 provided for a payment of gas
produced after August 20, 1975, the date
the Opinion was issued. The judge noted
that the settlement Called for no refund
of money based on the difference
between emergency sale rates and then
'applicable large producer rates which
would have amounted to less.than
$160,000, an amount so small'in
comparison to overall benefits provided
by the settlement that the lack of "
monetary refund is inconsequential. The
base price provided is 60 cents per Mcf
through November 1, 1975, without Btu

15 NEC was issued a small producer certificate by
order issued February 29. 1972 in Docket No. CS71-
'484. It was absolved of any payback obligation to
United in Opinion No. 740, Ordering Paragraph I. at
36 because it was credited for making emergency
sales even though not made pursuant to the
certificate herein concerned.-

adjustment, plus annual one cent
escalations. All production taxes paid
by NEC are to be reimbursed and the
rate shall escalate to whatever
applicable general rate may be
approved by the Commission for small
producers. The administrative law judge
expressly stated in the initial decision
that no abandonment of any Butler B
leasehold interest is allowable under the
settlement nor will any be allowed
without Commission approval of an
abandonment application. This ruling
comports with the understanding of
NEC, which remains obligated to adhere
to the Opinion No. 740 order to deliver
14.205 percent of the gas from the entire
unit rather than exclusively from its own
Butler B lease interest. We affirm the
judge's approval of the NEC settlement
with the limitation that the rate for
payback attributable to gas diverted on
and after July 27, 1976 may not exceed
the applicable small producer ceiling
rate enunciated in Opinion No. 742-A.

Another settlement was proposed by
Haring, et al, 16 which provides that
Haring will sell to United any future gas
it produces from the Butler-B field for
the same price as that provided by the,
NEC settlement, 60 cents per Mcf
through November 1, 1975, with one cent
annual escalations. It also provides for
similar tax reimbursement provisions

.and escalation to any higher applicable
general rate approved by the
Commission, including the higher rate
for small producers. As with the NEC
settlement no abandonment is permitted
by adoption of the settlement as has
been pointed but by the parties and by
the administrative law judge. Haring
collected royalties on the sale of Butler
B gas by the McCombs Group to du Pont
in intrastate commerce that should have
been made to United in interstate
commerce. Therefore, the judge
conditioned approval of the settlement
upon the excess royalties realized by'the
intrastate sales being utilized to obtain
gas to reduce the McCombs Group's
payback obligation to United. However,
we approve of the Haring settlement
without the judge's proposed condition,
and hold the working interest owner is
fully responsible for payback of all of
the diverted gas irrespective of any
excess royalties which may have been
paid. The rate for the gas to be sold by
Haring will not exceed the applicable

-ceiling rate.
The third and final proposed

settlement dealt with in the initial
decision was submitted by the
McCombs Group.17 The administrative

'GLouis H. Flaring, Jr. was Issued a small producer
certificate April 24.1972 In Docket No. CS72,771,

"Small producer certificates have been Issued to
the parties comprising the McCombs Croup as
shown below:
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law judge disapproved the proposal
because it provided for repayment to
United of only 8,500,000 Mcf of gas from
specific reserves, including Butler B,
whereas the Commission as determined
United is entitled to repayment of
15,792,189 Mcf plus all gas diverted
elsewhere from the Butler leases,
beginning October 31,1975. The judge
also disapproved the settlement because
it provided that United's purchase price
should be 67.6 cents per Mcf plus
adjustments, which he found to be
higher than the highest applicable price
at the date of diversion. We affirm the
reasoning of the judge and the result
reached. The arguments raised by the
McCombs Group against the judge's
ruling are substantially the same as the
arguments raised in the Phase I initial
decision previously discussed herein
and do not merit repeating. The
McCombs Group is ordered to make
repayment at the highest.applicable rate
at the time of diverpion.18

RFoducer Docket No. Orderdate

B. J. McConaf , CS72-M - 4-4-72
R James SWaWS d.b. Gas- CS72-61 1.- 4-24-72

a cueipen.
Daid A ODsgvd - CS2-609 . 4-24-72
Basin Petrolieu Corp.- CS71-1119 . 11-4-7t
BE Fomey CS72- 38. 3-10-72
68l Form% knc - CS7"is -. 3-24-76

The remaining action of the
administrative law judge was to defer
any decision on the motion of du Pont to
be dismissed from the proceedings on
the grounds it is not subject to the
Commission's jurisdiction. We agree
that the extent of du Pont's liability as a

"The 1953 Gas Purchase Contract as amended
February 7.1961, by H. A. Pagenkopf et a/. and
United extends the term to Febriuary.Z. 161 The
contract price is not being upheld with respect to the
NBC and Haing paybaoks because they have
agreed with United to the new 80 cents per Mcf rate.
This renegotiation of price between the parties is
provided for in the contract The record indicates
(Tr. 90.5W) that United would have renegotiated the
contract to include an FPC clause permitting the
prices to escalate to the highest applicable FPC
largeismall producer ceiling prices if requested by
the McCombs Group. Thus, we adopt these rates as
an appropriate equilable remedy for the illegal
diversion. The rates applicable to repayment
volumes diverted during each period are as follows:

(A) The applicable base area rates pursuant to
Opinion No. 595:19.0 cents per Mcf at 14.85 pala
until October 1. 1973; 20.0 cents per Mcf at 14.Z5 pale
until August 28,1975.

(B) 130% of above 20.0 cents per Mcf until January
1. 1976 under Opinion No. 742.

(C) 130% of the applicable flowing gas rate
prescribed by Opinion No. 749. 23.5 cents per Mc! at
14.73 psia until July 1. 1976 29.5 cents per Mc! at
14.73 psia until July 27, 1975.

(D} The applicable small producer ceiling rate
prescribed by Opinion No. 742-A: 35.0 cents per Mc!
at 14.73 psia until December 1, 1978.

(E) $.S93 per MMBtu commencing December 1978
with monthly inflation adjustments thereafter
pursuant to the NGPA. ~

result of its having received gas that
was sold in violation of the Natural Gas
Act may need to be determined after the
McCombs Group has either made United
whole or has failed to do so. We
therefore affirm this ruling as well.

The Commission orders. (A) The
initial decision of March 2, 1976 for the
period up to December 1,1978 is
affirmed with the provision that the
payback rates shall not exceed the
highest applicable rate at the date of
divel'sions as set forth in footnote 18
herein.

(B) The August 24,1979 motion to
dismiss Phase I is denied but the record
will be reopened for 00 days from the
date of issuance of this Order solely for
purposes of permitting the parties to
present a statement and supporting
documentation to the presiding
administrative law judge demonstrating
the nature of the interest each of its
members and each successor in interest
had in the Butler A tract on May 31,
1978. The documentation, if unopposed.
shall be admitted in evidence. The
administrative law judge is authorized
to conduct hearings to resolve material
issues of fact regarding the
documentation if requested by any
party. The judge may then entertain a
renewal of the McCombs Group's
motion. The administrative law judge
shall issue an initial decision regarding
the question of the Southland exclusion.

(C) The initial decision of June 16,
1976 is affirmed, with the provision that
the rates shall not exceed the lower of
the approved settlement rate or the
applicable small producer ceiling for
NEC or Haring et al. The condition
attached to approval of the Haring
settlement is removed. The initial
decision is approved with respect to the
McCombs Group with the provision that
the payback rate not exceed the highest
applicable rate at the time of diversion
as set forth in footnote 18 herein.

(D) Within 90 days from the issuance
of this Opinion and Order all parties
will file with the Secretary of the
Commission a report reflecting its
compliance with the rulings in the initial
decisions affirmed herein.

(E) The Secretary shall cause prompt
publication of this Opinion and Order in
the Federal Register.

By the Commission.
Kenneth F. Plumb,
Secretary.

Appearances
Platt W. Dvis. lI1 .Evans Attwell, Larry J

Gunm W De Vier Pierson, Knox Bemis,
James M. Costap, Michelle B. Bolton,
William B. Cassin, and fames A Tramuto
for United Gas Pipe Line Company

Stanley L Cunningham Teny 1 Barrett,
RichardF. Generelly for Billy J. McCombs,
eta/.

John T. Miller, Jr. for National Exploration
Company

Kenneth Oden and Bernard A. Foster, LI for
Louis H. Haring Jr.

Jerome Ackerman, Nicholas W Fels and Eric
A. Eisen for E. L du Pont de Nemours and
Company

Glenn Letham and DonaldI. Stauber for the
Staff of the Federal Energy Regulatory
Commission

[M D c. e-3S Filed W-,o-a &46 awl
a*JW COOC 6480-5-M

[Project No. 34101

Woods Lake Association; Application
for Short-Form Ucense (minor)

October 24.190.
Take notice that Woods Lake

Association (Applicant) filed on August
27,1980, an application for license
(pursuant to the Federal Power Act, 16
U.S.C. §§ 791(a)-4)] for continued
operation of a water power project to be
known as Woods Lake Project No. 3410.
The project is located on Lime Creek,
tributary to Fryingpan Creek, in Eagle
County, Colorado. Corresponsence with
the Applicant should be directed to:
Russell Scott, Jr., Agent, Woods Lake
Association, Post Office Box 4257,
Aspen, Colorado 81611.

Project Descziption--The run-of-the-
creek project consists of: (1) a reinforced
concrete overflow-type dam 25 feet long
and 6 feet high; (2) a reservior having a
surface area of 0.018 acres and
negligible storage; (3) a gated and
screened intake structure and a
sluiceway; (4) an 8-inch diameter, 630-
foot long cast-iron and steel pipeline; (5]
a powerhouse containing a generating
unit having a rated capacity of 30-kW
operated under a 144-foot head; (6) a
short 12-inch diameter pipe tailrace; (7)
a 1.02-mile long transmission line, and
(8) appurtenant facilities.

Purpose of Project-Project energy is
used by the members of the Woods Lake
Association. Applicant estimates the
annual generation averages about 98,640
kwh.

Agency Comments-Federal, State,
and local agencies that receive this
notice through direct mailing from the
Commission are requested to provide
comments pursuant to the Federal
Power Act, the Fish and Wildlife
Coordination Act, the Endangered
Species Act. the National Historic
Preservation Act, the Historical and
Archeological Preservation Act, the
National Environmental Policy Act. Pub.
L. 88-29, and other applicable statutes.
No other formal requests for comments
will be made.

M75



Federal'Register / Vol. 45, No. 2131f 'Friday, October 31, 1980 -/ Notices

Comments should be confined to
substantive issues relevant to the
issuance of a license. A copy of the
Application may be obtained directly
from the Applicant. If an agency does
not file comments within the time set
below, it will be presumed to have no
comments.

Competing Applications--Anyone
desiring to file a competing application
must submit to the Commission, on or
before" January 5, 1981, either the
competing application itself or a n6tice
of intent to file a competing-application.
Submission of i timely nctice of intent
allows an interested person to file the
competing application no later than May
6, 1981. A notice of intent must conform
with the requirements of 18 CFR 4.33(b)
and (c), as amended, 44 FR 61328
(October 25, 1979). A competing
application must conform with the
requirements of 18 CFR 4.33(a) and (d),
as amended, 44 FR 61328 (October 25,
1979).

Comments, Protests, or Petitions to
Intervene-Anyone desirirrg to be hard
or to make any protests abbut thig
application should file a petition to
intervene or a protest with the Federal
Energy Regulatory Commission, in
accordance with the requirements of the"
Commission's Rules of Practice and
Procedure, 18 CFR 1.8 or 1.10 (1979).
Comments not in the nature of a protest
may also be submitted by conforming to
the procedures specified in § 1.10 for
protests. In determining the appropriate
action to take, the Commission will
consider all protests or other comments
filed, but a person who merely files a
protest or comments does not become a
party to the proceeding. To become a
party, or to participate in any hearing, a
person must file a petition to intervene
in accordance with the Commission's
Rules. Any comments, protest, or
petition to intervene must be filed on or
before January 5, 1980. The
Commission's address is: 825 North
Capitol Street, NE., Washington, D.C.
20426. The application is on file with the
Commission and is available for public
inspection.
Kenneth F. Plumb,
Secretary.

[FR Doc. 80-33999 Filed 10-30-80. 8:45 am]

BILLNG CODE 6540--85-U

(Project No. 3428]

Worumbo Hydro, Inc.; Application for
Preliminary Permit
October 24, 1980.

Take notice that Worumbo Hydro,
Incorporated (Applicant) filed on
September 5,1980, an application for

preliminary permit [pursuant to the
FederalPower Act, 16 U.S.C. § § 791(a)-
825(r)] for-proposed Project No. 3428 to
be known as the Worumbo Project
located on the Androscoggin River in
the Town of Ligbon Falls,.Androscoggin
County, Maine. Correspondence with
the Applicant should be directed to:
Mark Issacson, Worumbo Hydro, Inc.,
P.O. Box 465, Lisbon, Maine 04250.

Pr6ject Description-The project now
consists of an existing dam, canal, and'
powerhouse in the Worumbo Mill
building containing three 300 kW
turbine-generators. Applicant proposes
to study the feasibility of the installation
of four 3.5 MW turbine-generators in a
new powerhouse at the west end of the
existing dam. A new tailrace channel
would also be constructed, The project
would be capable of generating an
additional 75,000,000 kWh annually
saving the equivalent of 123,000 barrels
of oil or 35,000 tons of coal. -

Purpos.e of Project-Markets for the
"electric energy produced would be
deterniined during the term of the
preliminary permit.

Proposed Scope and Cost of Studies
Under Permit-The work pioposed
under the preliminary permit would
include economic analysis, preparation
of preliminary engineering plans, and a
study of environmental impacts. Based
on results of these studies, Applicant

- would decide whether to proceed with
more derailed studies and the
preparation of an application for license
to construct and operate the project.
'Applicant estimates thit the cost of the
work to be performed under the
preliminary permit would be $395,000.

Purpose of Preliminary Permit-A
preliminary permit does not authorize
construction. A permit, if issued, gives
the Permittee, during the term of the
permit, the right of priority of
application for license while the
Permittee undertakes the necessary
studies and examinations to determine
the engineering, economic, and
environmental feasibility of the
proposed-project, the market for the
power, and all other information
necessary for inclusion in an application
for a license.
i Agency Comments--Federal, State,
and local agencies that receive this
notice-through direct mailing from the
commission are invited t6 submit
comments on the described application
for preliminary permit. (A copy of the*
application may be obtained directly
from the Applicant.) Comments should
be confined to substantive issues
relevant to the issuance of aperihit and
consistent with the purpose of a permit
as described in this-n0tice. No other
formal request for comments will be

made. IWan agency does not file
comments within the time set below, it
will be presumed to have no.comments,

Competing Applications-Anyone
desiring to file a competing application
mvst submit to the Commission, on or
before January 5, 1981, eithei the
competing application itself or a notice
of intent to file a competing application,
Submission of a timely notice of Intent
allows an interested persorl to file the
competing application no later than
March 9, 1981. A notice of Intent must
conform with the requirements of 18
CFR 4.33(b) and (c), (as amended, 44 FR
61328, October 25, 1979). A competing
application must conform with the
requirements of 18 CFR 4.33(a) and (d),
(as amended, 44 FR 61328, October 25,
1979).

Comments, Protests, or Petitions to
Intervene--Anyone desiring to be heard
or to make any protest about this
application should file a petition to ell
intervene or a protest with the Federal
Energy Regulatory Commission, in
accordance with the requirements of the
Commission's Rules of Practice and
Procedure, 18 CFR 1.8 or 1.10 (1979).
Comments not in the nature of a protest
may also be submitted by conforming to
the procedures specified in § 1,10 for
protests. In determining the appropriate
action to take, the Commission will
consider all protests of other comments
filed, but a person who merely files a
protest or comments does not become a
party to the proceeding. To becoine a
party, or to participate in any hearing, a
person must file a petition to Intervene
in accordance with the Commission's
Rules. Any comments, protest, or
petition to intervent must be filed on or
before January 5, 1981. The
Commission's address is: 825 North,
Capitol Street, NE, Washington DC.
20426. The application Is on file with the
Commission and is available for public
inspection.
Kenneth F. Plumb,
Secretary.
jnR Doc. 60-33887 Filed 10-30-80. O:4 am]
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The above notices of determination
were received from the indicated
jurisdictional agencies by the Federal
Energy Regulatory Commission pursuant
to the Natural Gas Policy Act of 1978
and 18 CFR 274.104. Negative
determinations are indicated by a "D"
'after the section code. Estimated annual
production (PROD] is in million cubic
feet (MMcf). An (*) preceeding the
control number indicates that other
purchasers are listed at the end of the
notice.

The applications for determination in
these proceedings together with a copy
or description of other materials in the
record on which such determinations
were made are available for inspection,
except to the extent such material is
treated as confidential under 18 CFR
275.206, at the Commission's Division of
Public Information, Room 1000, 825
North Capitol Street, N.E., Washington,
D.C. 20426.

Persons objecting to any of these
determinations.may, in accordance with
18 CFR 275.203 and 18 CFR 275.204, file a
protest with the Commission on or
before November 17, 1980.

Please'reference the FERC Control
Number UD No) in afl correspondence
related to these determinations.
Kenneth F. Plumb,
Secretary.
tiFR Dec. 80-33984 Filed 10-30-80, 8:45 am]

BILLING CODE 6450-85-M

Office of Resource Applications

Davis Pumped Storage Project in West
Virginia; Draft Report of Study of
Alternatives
AGENCY: Department of Energy DOE.
ACTION: Notice of availability of draft
report and request for public comment.
SUMMARY: On or about November 10,
1980, the Department of Energy (DOE)
will publish a draft study report on
alternatives to the Davis (West Virginia)
Pumped Storage Project proposed by
Allegheny Power System, Inc. The study
examined the energy, economic, and
environmental merits of various energy
supply and conservation alternatives
and compared them with the Davis
Project; DOE is requesting comments on*
the draft report from all interested
parties.
DATE: The deadline for written
comments is December 10, 1980, or 30
calendar-days from the publication date
of the draft report, whichever is later.
ADDRESS: Requests for the draft study .
report and comments on the draft report.
should be mailed to Virginia Ballcngee,
U.S. Department of Energy, RA-72, Mail

Stop 3344 Federal Building, Washington,
D.C. 20461. Hand delivered requests or
comments should be delivered directly
to Mrs. Ballengee at Room 1113,1200
Pennsylvania Avenue, N.W.,
Washington, D.C. Persons already
receiving notices of Davis Study Task
Force meetings or who have previously
requested the draft report will receive
the'report without making a new
request.

Comments submitted in response to
this notice may be inspected at the
Freedom. of Information Reading Room,
U.S. Department of Energy, Room 1E190,
100 Independence Avenue, Washington,
D.C. 20585, between 8:00 a.m. and 4:00
p.m. on business days after the
expiration of the thirty (30) day
comment period. Comments on the draft
report will be published verbatim in the
final report along with DOE's response
to the comments. Therefore, only written
comments will be accepted.
FOR FURTHER INFORMATION CONTACT::
Virginia Ballengee, Office of Resource
Applications, U.S. Department of
Energy, (202) 633-8963.

Issued in Washington, D.C. on October 27,
1980.
Ruth M. Davis,*
Assistant Secretary forResource
Afiplications, Department of Energy.
[FR Doc. 80-33883 Filed 10-30-80, 8:45 am]
BILLING CODE 6450-01-M

ENVIRONMENTAL PROTECTION

AGENCY

[OPP-180472A; FRL 1613-6]

California Department of Food and
Agriculture; Issuance of Specific
Exemption for Diazinon

Correction

In FR Doc. 80-29309, at page 63132, in
the issue of Tuesday, Septembei 23,
1980, on page 63133, make the following
corrections: -

(1) In the first colu%,.the first
paragraph, correct "diazimnon" to read
diazinon".

(2) In the firstcolumn, under the "For
Further Information Contact:", delete the
line which reads "Environmental
Protection Programs".

(3) In the first column, under the
"Supplementary Information', the first
paragraph, the seventh line up, the word
'!the" preceeding applicant should be
capitalized.

(4) In the second column under item
number "2.", the first word "Diazinion"
is corrected to read "Diazinon" and in
the third line "minimim" is corrected to
read "minimum".
BILLING CODE 1505-01-M

[PH-ERL 1647-8; PF 155A]

Chevron Chemical Co.; Filing of
Pesticide and Food Additive Petitions;
Amendment
AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: This notice announces
amendments to the pesticide and food
additive petitions on the herbicide
diquat submitted by Chevron Chemical
Co. The amendments propose to
increase tolerances on certain
commodities.
FOR FURTHER INFORMATION CONTACT.
Richard F. Mountfort, Product Manager
(PM) 23, Registration Division (TS-707),
Office of Pesticide Programs,

"Environmental Protection Agency, Rm.
E-351, 401 M St., SW., Washington, D.C.
20460 (202-755-1397).
SUPPLEMENTARY INFORMATION: EPA
issued a potice that published In the
Federal Register of November 9, 1979 (44
FR 65130) that pesticide petition (PP)
9F2265 and food additive petition (FAP)
9H5239 had been filed by Chevron
Chemical Co. These petitions proposed
that 40 CFR 180.226 (9F2265) and 80P-
1048 21 CFR 193.160 (9H5239) be
amended to establish tolerances and/or
regulation permitting residues of the
herbicide diquat [6,7-dihydrodipyrido
(1,2-a:2',1'-c) pyrazinedium] dervied
from the application of dibromide salt
and calculated as cation in or on certain
raw agricultural and/or food
commodities.

Chevron Chemical Co., 940 Hensley
St., Richmond, CA 94804, has submitted
amendments to the above petitions
increasing tolerances as follows:

PrevOus. Proposed

Petition Commodity Z : tot=anconumber tene(ant( per ' ilaon

million)

PP 9F2265 . Eggs .............................. 0.01 0.02
Milk ................................ 0.01, 0.02
Meat, fat and meat 0.01 0.02

by-products of
poultry,

FAP Processed potatoes 0.2 0.5
9H5239. (including potato

chips).

(Secs. 408(d)(1); 68 Stat. 512, (7 U.S.C. 135)]
409(b)(5); 72 Star.786, (21 U.S.C. 34811)

Dated: October 22. 1980.
Robert V. Brown,
Acting Director, Registration Division, Offico
of Pesticide Programs.
IFR Dec. 80-33930 Filed 10-30-80 8:45 aml
BILLING CODE 6560-32-M
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[W-1-FRL 1649-4]

Connecticut Pretreatment Program
Submission
AGENCY: Environmental Protection
Agency.
ACTION: Notice of proposal to
incorporate a pretreatment program into
the Connecticut national pollutant
discharge elimination system (NPDES)
permit program.

SUMMARY: The Connecticut Department
of Environmental Protection has
submitted a request for approval of its
State Pretreatment Program.
DATES: Comments must be received on
or before December 1, 1980.
ADDRESSES: Copies of the Connecticut
subnttal are available for public
inspection during normal business hours
at the Environmental Protection Agency,
Region.I, Permits Branch, Room 2109,
JFK Federal Building, Boston,
Massachusetts 02203; and Department of
Environmental Protection, Water
Compliance Unit, 122 Washington
Street, Hartford, Connecticut 06115.
FOR FURTHER INFORMATION CONTACT:.
Stephen J. Silva, Plrmits Branch,
Environmental Piotection Agency,
Region L Room 2109 JK Federal
Building. Boston, Mssachusetts 02203.
(617) 223-501.
SUPPLEMENTARY INFORMATION: The
Pretreatment Program required by the
Clean Water Act of 1977, governs the
control of industriai wastes introduced
into Publicly Owned Treatment Works
(POTWs). The Connecticut Department
of Environmental Protection has
submitted a request for approval of its
State Pretrealment Program in
accordance with the requirements and
procedures of the General Pretreatment
Regulations 40 CFR Part 408). This
request for approval consists of a
description of how the State proposes. to
operate the pogram. A statement from
the Connecticut Attorney General that
the State has adequate legal authority to
conduct the program, and a
Memorandum of Agreement between
the State and EPA Regional Office.

EPA is providing an opportunity for
public comment on the State's request.
Public comments should be sent to EPA
at the address indicated above prior to
the close of the 30 day comment period.
All comments will be considered in the
de-ision on whether or not to approve
the program. If there is sufficient public
interest, a public hearing will be held,
and the time and place of the hearing
will be public noticed. All persons
submitting comments will be notified of
the approval or disapproval of the
program by the Administrator.

Dated: October 23.190.
Lawrence M. Goldman,
Act ing Director. Enforce ment Oiision.
Region L
(FR fl,,c 0-30V rkid 10-30-6t5au
BILLING CODE 6660-35-

[A-5-FRL 1649-1

Koppers Co., Inc., Wickliffe, Ohio;
Installation of an Asbestos Handling
System

In the matter of the applicability of
Title 1, Part A, Section 112 of the Clean
Air Act, as amended. 42 U.S.C. 7412 et
seq., and the Federal regulations
promulgated thereunder at 40 CFR Part
61, Subpart A (38 F.R. 8828, April 0, 1973)
for National Emission Standards for
Hazardous Air Pollutants (NESHAPS),
to install an asbestos handling system at
Koppers Company, Incorporated in
Wickliffe, Ohio.

On June 27,1980 and August 15,1980.
Koppers Company, Incorporated
submitted applications to the U.S.
Environmental Protection Agency (U.S.
EPA), Region V office, for a
determination of applicability of the
NESHAPS regulations. Under 40 CFR
Section 61.06, it has been determined
that the asbestos handling system is
subject to the NESHAPS modification
regulations.

This application was also submitted
for our approval of the modification.
Under 40 CFR Section 61.08 the
installation of the asbestos handling
system is approved.

On September 19,1960, Koppers
Company. Incorporated was notified
that they are subject to NESHAPS
modification regulations and that their
applications were complete and
approval to install was granted.

This determination does not relieve
Koppers Company, Incorporated of the
responsibility to comply with the control
strategy of all Federal, State and local
regulations which are part of the
applicable State Implementation Plan as
well as all other Federal, State and local
requirements. This determination may
now be considered final agency action
which is locally applicable under
Section 307(b)(i) of the Act and therefore
a petition for review may be filed in the
U.S. Court of Appeals for the Seventh
Circuit by any appropriate party. In
acoordance with 307(b)(i). petitions for
review must be filed 80 days from the
date of the this notice. For further
information contact Patricia Krause, Air
Compliance Section, Enforcement
Division. Region V. U.S. EPA, 230 South
Dearborn Street, Chicago, Illinois 00604
(312) 353-2090.

Dated: October 22.1980.
John McGuire,
RegionoAdaziristrator.
FRa ow. 80--9F~ed 10-2-80, &Z aml

SHLIMG CODE 6560-385-U

[A-1-FRL 1649-51

Vermont Pretreatment Program
Submission
AGENCY: Environmental Protection
Agency.
ACTION: Notice of proposal to
incorporate a pretreatment program into
the Vermont national pollutant
discharge elimination system (NPDES)
permit program.

SUMMARY: The Vermont Agency of"
Environmental Conservation has
submitted a request for approval of its
State Pretreatment Program.
ADDRESSES: Copies of the Vermont
submittal are available for public
inspection during normal business hours
at the Enviornmental ProtectionAgency,
Region 1. Permits Branch, Room 2109.
JFK Federal Building. Boston.
Massachusetts 02203; and the Agency of
Environmental Conservation. Heritage
One, 81 River Street, Montpelier,
Vermont 05602.
FOR FURTHER INFORMATION CONTACT:
Stephen J. Silva. Permits Branch.
Envirdhmental Protection Agency,
Region L Room 2109, JFK Federal
Building, Boston. Massaachusetts 02203,
(617) 223-5061.
SUPPLEMENTARY INFORMATION: The
Pretreatment Program required by the
Clean Water Act of 1977. governs the-
control of industrial waste introduced
into Publicly Owned Treatment Works
(POTWs]. The Vermont Agency of
Environmental Conservation has
submitted a request for approval of its
State Pretreatment Program in
accordance with the requirements and
procedures of the General Pretreatment
Regulations (40 CFR Part 403). This
request for approval consists of a
description of bow the State proposes to
operate the program a statement from
the Vermont Attorney General that the
State has adequate legal authority to
conduct the program, and a
Memorandum of Agreement between
the State and EPA Regional Office. EPA
is providing an opportuntiy for public
comment on the States request. Public
comments should be sent to EPA at the
addrsss indicated above prior to the
close of the 30 day 6omment period. All
comments will be considered in the
decision on whether or not to approve
the program. If there is sufficient public
interest, a public hearing will be held,
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and the time and place of the hearing
will be public noticed.. All persons
submitting comments will be notified oi
the approval-or disapproval of the
program by the Administrator.

Dated: October 23, 1980.
Lawrence M.,Goldman,
Acting Director, Enforcement Division,
Region I.
IFR Doc. 80-33908 Filed 10-30-80:845 ami

BILLING CODE 6560-38-M

[ER-FRL-1650-8]

Notice of Availability of Environmenta
impact Statements
AGENCY: Office of Environmental
Review (A-104) U.S. Environmental
Protection Agency.
PURPOSE: This notice lists the
environmental impact statements (EISS
which have been officially filed with thi
EPA and distributed to Federal agencie:
and interested groups, organizations an
individuals for review pursuant to the
council on Environmental Quality's
Regulations (40 CFR Part 1506.9).
PERIOD COVERED: This notice includes
EIS's filed during the week of October
20, 1980 to October 24r 1980. -

REVIEW PERIODS: The 45-day review
period for draft EIS's listed in this noti&i
is calculated from October 31, 1980 and
will end on December 15, 1980. The 30-

'day review period for final EIS's as
calculated from October 31, 1980 will
end on December 1, 1980.
EIS AVAILABILITY: To obtain a copy of a:
EIS listed in this notice you should
contact the Federal agency which
prepared the EIS. Thisnotice will give a
contact person for each Federal agency
which has filed an EIS during the period
covered by the notice. If a Federal
agency does not have the EIS available
upon request you may contact the Offici
of Environmental Review, EPA, for
further information.
BACK COPIES OF EIS'S: Copies of EIS's
previously filed with EPA or CEQ whict
are no longer available from the
originating agency are available with
charge from the following source:
Information Resources Press, 1700 Nortl
Moore Street, Arlington, Virginia 22209,
(703)'558-8270.
SUMMARY OF NOTICE: This notice sets
forth a list of EIS's filed with EPA durinj
the week of October 20, 1980 to October
24, 1980. The Federal agency filing the
EIS, the name, address, and telephone
number of the Federal agency contact
for copies of the EIS, the filing status of
the EIS, the actual date the EIS was filei
with EPA, the title of the EIS, the
State(s) and County(ies) of the proposec

action and a brief summary of the
proposed Federal action and the Federal
agency EIS number, if available, is listed
in this notice. Commenting entities on
draft EIS's are listed for final EIS's. All
additional information relating to EIS's
such as time extensions orreductions of
prescribed review periods, withdrawals,
retractions, corrections or supplemental
reports is also noticed under the
appropriate agency.
FOR FURTHER INFORMATION CONTACT:
Kathi L. Wilson, Office of Environmental
Review, Environmental Protection

* Agency, 401 M Strbet, SW, Washingtofi,
DC 20460 (202] 245-3006.

Dated: October 28, 1980.
William N. Hedeman, Jr.,
Director, Office of Environmental Review (A-
104).

DEPARTMENT OF AGRICULTURE
Contact: Mr. Barry Flanun,. Director Office

of Environmental Quality, Office of the
d Secretary, U.S. Department of Agriculture,

Room 412-A Admin. Building, Washington,
D.C. 20250 (202) 447-3965.

Rural Electrification Administration

Final
JK Smith Power Station Units I & 2,

transmission, Clark County, Kentucky,
e October 24; Proposed is the guarantee of a

loan for construction and operation of two
650 MW coal-fired electric generating units,
with a total generation capacity of 1300 MW
gross, at a new plant site to be located near
trapp in Clark County, Kentucky. Stack
emissions will be controlled by lime-

'limestone scrubbers, electrostatic,
precipitators and boiler design. Condenser
cooling will be accomplished by the use of
Colling towers. Plant water will come from
the Kentucky River normaly, or from an
onsite water reservoir during periods of
extraordinarily low river flow. Cooperating
agencies include: EPA, COE, USDI and State
'of Kentucky. (USDA-REA-EIS (ADM) 80-8T-
D), Comments made by: EPA, COE, DOI,
USDA, State agencies, (EIS Order No.
800813).

Finbl Supplement
Catawba Nuclear Station Unit I (FS-1),

York County, South Carolina, October 24;
Proposed is the awarding of financial
assistance for the purchase of an undivided
ownership interest in Catawba Nuclear
Station Unit 1 located in York County, South
Carolina. Transmission associated with the
station will consist of two 230 KV lines now
under construction and three existing 230 KV
lines to be connected to the Catawba
switching station. In* conjunction with this
filing REA is adopting and supplementing a
final EIS issued by NRC, No. 731920, filed 12-
11-73. (USDA-REA-(ADM)-8-9-D5]
Comments made by: EPA, State Agencies,

I Individuals, (EIS Order No. 800814).

Soil Conservation Service

Final
Lost-Duck Creek watershed, Kay County,

Oklahoma, October 20; proposed is a
watershed protection and fldod prevention
plan for the Lost-Duck Creek watershed In
Kay County, Oklahoma. The plan includes
the installation of conservation land
treatment, 12 floodwater retarding structures,
and approximately 12.75 miles of channel
work. In addition to the selected plan the
alternatives consider: (1) land treatment only
and (2) land treatment and a system of
floodwater retarding structure. Comments
made by: COE, DOC, HHS, DOI, EPA, USDA,
State Agencies, Groups, (EIS Order No.
800797].

U.S. Army Corps of Engindera
Contact: Mr. Richard Makinen, Office of

the Chief of Engineers, Attn: DAEN-CWR-P.
Office of the Chief of Engineers, U.S. Army,
Corps of Engineers, 20 Massachusetts
Avenue, Washington, D.C. 20314 (202) 272-
0121.

Draft
Village Creek flood control plan,

Birmingham, Jefferson County, Alabama,
October 24; Proposed is a flood control plan
for village creek in Birmingham, Jefferson
County, Alabama. The preferred alternative
would involve: (1) prohibiting development,
(2) evacuation, (3) installation of flood
warning devices, (4) creation of recreation
and open space areas, (5) excavation of
channels, and (6) modification and/or
replacement of four existing bridges. (Mobilo
District), (EIS Order No. 800810),

Final
Green Bay drainage district, flood

reduction, Lee County, Iowa, October 22:
proposed is a flood damage reduction plan
for the Green Bay levee and drainage district
in Lee County, Iowa. The preferred
alternative consists of raising 17.2 miles of

-existing levee to provide additional
protection from flooding of the Lost Creek,
the Skunk River and the Mississippi River.
Also included is the raising of discharge
pipes, crop field and the disruption of lifo
forms on 112 acres to relocation of utility
linei and drainage ditches, raising and
resurfacing five ramps over the levee, and
raising and resurfacing a road on the levee,
(Rock Islaid District). Comments made by:
EPA, DOI. DOC, USDA, DOT, HUD, HEW,

- AHP, State and local agencies. (EIS Order
No. 800802).

Draft Supplement
Copper Lake and channels water supply

(DS-1). Delta and Hopkins Counties, Texas.
October 24; proposed is a multipurpose
project for Copper Lake and channels In the
Sulphur River Basin, Delta and Hopkins
Counties, Texas. This statement supplements
a final EIS, #770708, filed 6-24-77. This
supplement addresses selection of another
alternative as the recommended plan which
would involve: (1) construction of a multiple-
purpose dam on the South Sulphur River, (2)
a 19,305 surface acre water supply pool, and
recreation development. (Fort Worth district),
(EIS Order No. 800809).

I I I I
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DEPARTMENT OF COMMERCE

Contact- Dr. Robert T. Miki, Acting Deputy
Assistant Secretary for Regulatory Policy.
Room 7614. Department of Commerce.
Washington. D.C. 20230 (202) 377-2482.
National Oceanic and Atmospheric

Administration

Final

Taking of marine mammals, tuna purse
seining operating regulatory. October 22; the
proposed action terminates the current
general permit allowing the incidental taking
of marine mammals in the tuna fishery in the
eastern tropical Pacific and establishes
conditions for the reissuance of a general
permit for the remainder of 1980 and 1981. It
includes a determination that the stock of
northern offshore spotted dolphin is depleted.
A revised allowable take schedule for
nonprohibited species will be permitted.
Proposed regulations state accidental take
enforcement policy, add to or modify four
gear requirements in existing regulations, and
modify observer responsibilities and
importation documentation requirments.
Comments made by: DOI. EPA. DOC, State
agencies, groups and businesses. (EIS Order
No. 800805).

DEPARTMENT OF DEFENSE, AIR FORCE

Contact: Dr. Carlos Stem, Deputy for
Environment and Safety. Department of the
Air Force, Room 4C885, Pentagon,
Washington. D.C. 20330 (202) 697-0297.

Draft
Consolidated space operations center,

several counties, Colorado, New Mexico. and
Montana, October 24; proposed is the
construction of a consolidated space
operations center (CSOC) which would
combilie the two mission elements of satellite
control and space shuttle operations. The
satellite control element of CSOC would
consist of communications, command and
control service functions for orbiting
spacecraft. The shuttle element would
involve DOD flight planning, readiness and
control functions. The sites under
consideration are: (1) Peterson AFB, Colorado
Springs, Colorado; (2) Kirtland AFB,
Albuquerque. New Mexico; and (3)
Malmstrom AFB, Great Falls, Montana. (EIS
Order No. 800811).

DEPARTMENT OF ENERGY

Contact Dr. Robert Sterm. Acting Director,
NEPA Affairs Division. Department of
Energy, Mail Station 4G-064. Forrestal Bldg.,
Washington. DC 20585 (202) 252-4600.

Draft
Industrial fuel gas demonstration project,

Memphis, Shelby County, Tennessee,
October 24; proposed is the construction and
operation of an industrial fuel gas
demonstration plant in Memphis, Shelby
County, Tennessee. The facility would utilize
3155 tons/d of high-sulfur coal and produce
fuel gas for local pipeline distribution to
industrial customers. The alternatives
considered involve the following: (1)
processes, (2) sites, (3) moth-balling and
decommissioning; (4) delay of action, (5) no
action, and (6) others. (DOE/EIS-0071-D)
(EIS Order No. 800815).

ENVIRONMENTAL PROTECTION AGENCY

Contact: Mr. Clinton Spotts. Region VI,
Environmental Protection Agency. First
International Building. 1201 Elm Street.
Dallas, Texas 75270 (214) 707-2716.

Final

WWT facilities construction grant. Santa
Fe, Santa Fe County. New Mexico, October
24. proposed is the awarding of a grant for
the construction of wastewater treatment
facilities for the City and County of Santa Fe.
New Mexico. The facilities would consist of
6.5 MGD capacity plant which would utilize
an activated sludge process consisting of an
oxidation ditch aeration unit preceded by an
anoxic denitrification tank for effective
nitrogen removal Wastewater would be
discharged to the Santa Fe River. Comments
made by: AP-IP. HUD. DOL DOT. DOE. State
and local agencies, groups, individuals and
businesses. (EIS Order No. 800610).

Contact- Mr. Kenneth Bigos, Region IX.
Environmental Protection Agency, 215
Fremont Street. San Francisco, California
94105 (415) 558-8030.

Final

Los Angeles/Orange County metro area
sludge management program. Los Angeles
and Orange Counties. California. October 24.
proposed is the awarding of a grant to the
city and county of Los Angeles and Orange
County, California. for the purpose of
planning, designing, and constructing the
proposed sludge management program. The
program would involve: (1) for the City of Los
Angeles, dehydration and thermal processing
for energy recovery at the hyperion treatment
plant; (2) for Los Angeles county, dehydration
and thermal processing. composting, and
landfilling: and (3) for Orange County.
composting and air drying of dewatered
sludge in the Round Canyon area. Comments
made by: AHP. DOI. FERC, USDA. HUD.
USAF, DOT. DOC. State and local agencies.
groups. individuals and businesses. (EIS
Order No. 800808).

DEPARTMENT OF HUD

Contact Mr. Richard IL Brown. Director,
Office of Environmental Quality. Room 7274.
Department of Housing and Urban
Development. 451 7th Street. S.W.,
Washington. D.C. 20410 (202) 755-300.

Final

Wheatstone subdivision. mortgage
insurance. Harris County. Texas. October 224
proposed is the issuance of HUD home
mortgage insurance for the Wheatstone
subdivision located in Harris County. Texas.
The area encompasses some 1.200 acres of
land. When completed the subdivision would
be composed primarily of approximately
4.280 single family dwellings. (HUD-RO.-
EIS-80-10F). Comments made by: FEMA.
DOE. HEW, USDA. DOL DOT. AHP. COE,
EPA. State agencies. (EIS Order No. 800803).

Department of the Interior

Contact: Mr. Bruce Blanchard. Director.
Environmental Project Review, Room 4256,
Interior Bldg,. Department of the Interior.'
Washington. D.C. 20240. (202) 343-381.

Bureau of Land Management

Final
Coso known geothermal resource area.

lease. Inyo County. California. October 24:
Proposed is the issuance of competitive and
non-competitive leases on a major portion of
the Coso known geothermal resource area in
Inyo County. California. The Coso geothermal
study area (COSA) covers 72.640 acres
centered on public land and lands within the
western side of the China Lake Naval
Weapons Center. It is assumed that the
geothermal potential within the CGSA is 600
MW. along with a development model of
eleven 50 MW generating stations, plus a
probable 50 MW plant to be installed under
the Navy's geothermal development program.
(FES-80-47). Comments made by: USDA.
HUD. DOI. DOT. EPA. AHP. COE. USN. State
and local agencies. groups, individuals and
businesses. (EIS Order No. 80012).

National Park Service

Final
Redwood National Park. general

management plan. Del Norte and Humboldt
Counties, California, October 24: Proposed is
the general management plan for Redwood
National Park located in Del Norte and
Humboldt Counties, California. The park
encompasses approximately 106.000 acres, of
which about 25 percent are within three
California State parks. The plan contains the
visitor use and facility development plan. the
cultural resources management plan. and
major goals and actions related to natural
resources management and rehabilitation.
Four alternatives have been discussed with
the preferred alternative combining the no
action, extended visit, and the restructured
visitor use alternatives. (FES-80-45).
Comments made by: USDA. COE. DOL DOT,
EPA. State and local agencies, groups and
businesses. (EIS Order No. 800807).

Final
Yosemite National Park. general

management plan. Tuolumne. Mariposa. and
Madera Counties. October 24. This action
Involves a general management plan for
Yosemite National Park. within Tuolumne,
Marlposa. and Madera Counties, California.
to guide overall park management and
development for approximately 15 years,
including specific development concept plans
for all developed areas inside the park.
proposed additions to the wilderness
recommendation for the park and boundary
adjustments. The alternatives consider
varying emphasis on commercial services in
relation to the following- Resource-related
activities. backcountry use, recreational
activities, no action, resource-related
activities/reduced accommodations, and
relocation of operational facilities. (FES-80-
46). Comments made by: AHP. USDA. DOE.
DOI. DOT. EPA. USPS. State and local
agencies, groups. (EIS Order No. 800606).

Evtension: Water Gap National Recreation
Area. Pennsylvania and New Jersey.
Published FR October 14.1980. 800763-has
been extended from November 24.1980 to
December 8,1980.
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Heritage Conservation and Recreation
Service

Extension: Designation of Five California
Rivers in the National Wild and Scenic
Rivers System, Published FR September 19
1980, #80r0695-has been extended from "
November 5,1980 to November 20, 1980.
Bureau of Mines

Withdrawal: Horse Draw Oil Shale -

Research Tract, Published FR August 8, 1980,
#800621 Draft-has been. officially -
withdrawn by the Bureau of Mines.

Tennesee Valley Authority
Contact: Dr.-Mohamed T. EI-Ashry,

Director of Environmental Quality, Tennessee
Valley Authority, Forestry Building, Norris,
Tennessee 37828, (615) 632-6450, ETS 856-
6450.

Draft
Watts Bar waste heat utilization

demonstration park, Rhea County,
Tennessee, October 24; Proposed is granting
of an easement for an approximate 400 acre
park to be used for the demonstration of
commercial waste heat utilization concepts in
Rhea County, Tennessee, the park will be
known as the Watts Bar waste heat park and
would be located adjacent to the Watts Bar
nuclear planL Th'e alternatives considered
are: (1) No action. (2) development at another
site, and (3] management schemes. (EIS
Order No. 800804).

Department of Transportation
Contact: Mr. Martin Convisser, Director,

Office of Environment and Safety, U.S.
Department of Transportation, 400 7th Street,
S.W., Washington, D.C. 20590, (2021 426-4357.

Federal Highway Administration
Draft

Campbell corridor highway improvements, -
Tucson, Pima County, Arizona, October 21;
Proposed are improvements to the Campbell
corridor highway from Broadway Road to
Valencia Road in the city of Tucson, Pima
County, Arizona. The improvements include
construction of six miles of roadway, grade
separation at the Southern Pacific Railroad,
additional ramps at the I-10 interchange, and
a bridge over the Tucson diversion channel/
Julian Wash.-Other components may includd
an interchange at the intersection of
Broadway and Campbell, and either a grade
separation or interchange at 22nd Street.
There are four location alternatives
considered for the north segment and three
for the south. The cooperating agency is the
State of Arizona. (FHWA-AZ-EIS--80-03D).
(EIS Order No. 800800).

Draft
Salisbury bypass/U.S. 50, U.S. 50 to U.S. 13,

Wicomico County, Maryland, October 22
Proposed is the construction of the Salisbury
bypass/U.S. 50 from U.S. 50 to U.S. 13, in
Wicomicq.County, Maryland. The length of
the facility would be 5.0 miles. The
alternatives consider: (1) no build; and (2)
two options involving the construction of a
controlled access, four-lane divided roadway
on different alignments. Interchange options
have been developed for the Goddard

Parkway and Jersey Road intersections. The
cooperating agency is the State of Maryland.
(FHWA-MD-EIS-80-02-D. (EIS Order No.
800801).

Columbia Road improvemenL Gateway
Drive to Forks Road, Grand Forks County,
North Dakota, October 20; Proposed is the
improvement of Columbia Road from
Gateway Drive to Forks Road in the city and
county of Grand Forks, North Dakota. The
improvements will include the construction of
a railroad separation structure and street
widening and/or street construction. The
alternatives consider- (1) no action, (2)
improvement of the transit system, and (3)
eight build alternatives which examine
various alignments and roadway designs. The
cooperating agency is the State of North
Dakota. (FHWA-ND-DIS-80-02-D). (EIS
Order No. 800799). .

Extension: The review period for the above
EIS has been extended until December 19,
1980. f#800799].

State College bypass syst6m/U.S. 322,
Centre County, Pennsylvania, October20;
Proposed is the completion of the State
College bypass system/U.S. 322 through the
borodgh of State College, Centre County,
Pennsylvania: The two mile section to be
completed would include an interchange with
PA-26, a four lane local roadway. Completion
of-the system would also involve construction
of an interchange in the previously built
section and a spur known as the Park Avenue
extension-In addition to no action. six
alignments are considered which include-Iwo
and four lane schemeb, two types of
interchanges-with PA-26 and a half-build
alternative. The cooperating agency is the
State of Pennsylvania. (FHWA-PA-EIS-80-
02-D). (EIS Order No. 800798].
[FR Doe. 80-34038 F'led.10-30-80 8:45 am]
BILLING CODE 6560-37-M

FEDERAL RESERVE SYSTEM

Asco, Inc.; Acquisition of Bank
Asco, Inc., Rock Rapids, Iowa, has

applied for the Board's'approval under
§ 3(a)(3] of the Bank Holding Company
Act (12 U.S.C. § 1842(a)(3)) to retain 10.7
and to acquire an additional 43.1 percent
of the voting shares of Rock Rapids
State Bank, Rock Rapids, Iowa. The
factors that are considered in acting on
the application-are set forth in § 3(c) of
the Act (12 U.S.C. § 1842(c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal-Reserve Bank of Chicago.
Any person wishing to comment on the
application should submit-views in
writing to the Reserve Bank to be
received not later than November 24,
1980. Any comment on an application
that requests a hearing must include a
statement of why a written presentation

- would not suffice in lieu of a hearing,
identifying specifically any questions of
fact that are in dispute aid summarizing
the evidence that would be presented at
a hearing.

Board of Governors of the Federal Reserve
System, October 23,1980.,
Jefferson A. Walker,
Assistant Secretary of the Board,
[FR Doc. 80-33903 Filed 10-30-; 8:45 am)

BILLING CODE 6210-O1-M

Mountain States Bancorporation, Inc.;
Formation of Bank Holding Company

Mountain States Bancorporation, Inc.,
Denver, Colorado, has applied for the
Board's approval under §-3(a)(1) of the
Bank Holding Company Act (12 U.S.C,
§ 1842(a)(1)) to become a bank holding
company by acquiring 80 percent or
more of the voting shares of Mountain
States Bank, Denver, Colorado, The
factors that are considered in acting on
the application are set forth In § 3(c) of
the Act (12 U.S.C. §'1842(c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Kansas
City. Any person wishing to comment on
the application should submit views in
writing to the Reserve Bank, to be
received not later than November 24,
1980. Any comment on an application
that requests a hearing must include a
statement of why a written presentation
would not suffice in lieu ofa hearing,
identifying specifically any questons of
fact that are in dispute and summarizing
the evidence that would be presented at
a hearing.

Board of Governors of the Federal Reserve
System, October 24,1980.
.Jefferson A. Walker,
Assistant Secretary of the Board.
IFR Doc. 80--330 Filed 10-30-80; 8:45 dmi
BILUNG CODE 6210-01-M

Rockford Bancorp, Inc.; Formation of
Bank Holding Company

Rockford Bancorp, Inc., Rockford,
Illinois, has applied for the Board's
approval under § 3(a)(1) of the Bank
Holding Company Act (12 U.S.C.
§ 1842(a)(1)) to become a bank holding
company by acquiring 80 percent or
more of the voting shares of The Illinois
National Bank & Trust Co. of Rockford,
Rockford, Illinois. The factors that are
considered in acting on the application
are set forth in § 3(c) of the Act (12
U.S.C. § 1842(c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Chicago,
Any person wishing to comment on the
application should submit views in
writing to the Reseve Bank, to be
received not later than November 20,
1980. Any comment on an application
that requests a hearing must include a
statement of why a written presentation
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would not suffice in lieu of a hearing.
identifying specifically any questions of
fact that are in dispute and summarizing
the evidence that would be presented at
a hearing.

Board of Governors of the Federal Reserve
System. October 24,1980.
Jefferson A. Walker,
Assistant Secretary of the Board.
IFR Doc- 80-33M02 Filed 10-30--80 &45 am]

BILUNG CODE 6210-01-M

Winters National Corp.; Acquisition of
Bank

Winters National Corporation,
Dayton, Ohio, has applied for the
Board's approval under § 3(a)(3) of the
Bank Hording Company Act (12 U.S.C.
§ 1842(a)(3)) to acquire 100 per cent of
the voting shares of The First National
Bank of Circleville, Circleville, Ohio.
The factors that are considered in acting
on the application are set forth in § 3(c)
of the Act (12 U.S.C. § 1842(c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of
Cleveland. Any person wishing to
comment on the application should
submit views in writing to the Reserve
Bank to be received not later than
November 21,1980. Any comment on an
application that requests a hearing must
include a statement of why a written
presentation would not suffice in lieu of
a hearing, identifying specifically any
questions of fact that are in dispute and
summarizing the evidence that would be
presented at a hearing.

Board of Governors of the Federal Reserve
System, October 24, 1980.
Jefferson A. Walker,
Assistant Secretary of the Board.
[FR Do- B-33904 Filed 1O-3D-M &45 am]

BILLING CODE 6210-01-M

Alamosa Bancorporation, Ltd.;
Formation of Bank Holding Company

Alamosa Bancorporation, Ltd.,
Denver. Colorado. has applied for the
Board's approval under § 3(a](1) of the
Bank Holding Company Act (12 U.S.C.
§ 1842(a)(1)) to become a bank holding
company by acquiring 97.1 percent or
more of the voting shares of The
Alamosa National Bank, Alamosa,
Colorado. The factors that are
considered in acting on the application
are set forth in § 3(c) of the Act (12
U.S.C. § 1842(c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Kansas
City. Any person wishing to comment on
the application should submit views in

writing to the Reserve Bank, to be
received not later than November 24.
1980. Any comment on an application
that requests a hearing must include a
statement of why a written presentation
would not suffice in lieu of a hearing,
identifying specifically any questions of
fact that are in dispute and summarizing
the evidence that would be presented at
a hearing.

Board of Governors of the Federal Reserve
System, October 24,1980.
Jefferson A. Walker.
Assistant Secretory of the Board
[FR Doc 0-339 Filed 1o-*0-. &45 "l
BILUNG CODE 6210-01-U

American National Sidney Corp.;
Formation of Bank Holding Company

American National Sidney Corp.,
Sidney, Nebraska, has applied for the
Board's approval under § 3(a)(1) of the
Bank Holding Company Act (12 U.S.C.
§ 1842(a)(1)) to become a bank holding
company by acquiring 95 percent or
more of the voting shares of The
American National Bank of Sidney,
Sidney, Nebraska. The factors that are
considered in acting on the application
are set forth in § 3(c) of the Act (12
U.S.C. § 1842(c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Kansas
City. Any person wishing to comment on
the application should submit views in
writing to the Reserve Bank, to be
received not later than November 24,
1980. Any comment on an application
that requests a hearing must include a
statement of why a written presentation
would not suffice in lieu of a hearing,
identifying specifically any questions of
fact that are in dispute and summarizing
the evidence that would be presented at
a hearing.

Board of Governors of the Federal Reserve
System, October 27.1900.
Jefferson A. Walker.
Assistant Secretary of the Bard
IMFoc 80-1)4- Pr J 0-3-ao'F~
BILUNG CODE 6210-01-.

Bank Holding Companies; Proposed
De Novo Nonbank Activities

The bank holding company listed in
this notice has applied, pursuant to
section 4(c)(8) of the Bank Holding
Company Act (12 U.S.C. § 1843(c)(8))
and section 225.4(b)(1) of the Board's
Regulation Y (12 CFR 225.4[b)(1)). for
permission to engage de noro (or
continue to engage in an activity earlier
commenced de noro). directly or
indirectly, solely in the activities

indicated, which have been determined
by the Board of Governors to be closely
related to banking.

With respect to the application,
interested persons may express their
views on the question whether
consummation of the proposal can
"reasonably be expected to produce
benefits to the public, such as greater
convenience, increased competition, or-
gains in efficiency, that outweigh
possible adverse effects, such as undue
concentration of resources, decreased or
unfair competition, conflicts of interest.
or unsound banking practices." Any
comment on the application that
requests a hearing must include a
statement of the reasons a written
presentation would not suffice in lieu of
a hearing. identifying specifically any
questions of fact that are in dispute.
summarizing the evidence that would be
presented at a hearing, and indicating
how the party commenting would be
aggrieved by approval of that proposaL

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank indicated
for that application. Comments and
requests for hearings should identify
clearly the specific application to which
they relate, and should be submitted in
writing and received by the appropriate
Federal Reserve Bank not later than
November 24,1980.

A. Federal Reserve Bank of San
Francisco (Harry W. Green, Vice
President) 400 Sansome Street, San
Francisco, California 94120:

Security Pacific Corporation. Los
Angeles, California (financing and
insurance activities; Florida): to engage
through its subsidiaries Security Pacific
Finance Corp. and Security Pacific
Finance Corp. of Florida. in making or
acquiring for its own account or for the
account of others, loans and extensions
of credit, including making consumer
installment personal loans, purchasing
consumer installment sales finance
contracts, making loans to small
businesses and other extensions of
credit such as would be made by a
factoring company or a consumer
finance company and acting as broker
or agent for the sale of credit-related
life, accident and health insurance and
credit-related property and casualty
insurance. These activities would be
conducted from offices of Security
Pacific Finance Corp. and Security
Pacific Finance Corp. of Florida, located
in Hudson, Florida, serving the State of
Florida, and would constitute a
relocation of existing offices of Security
Pacific Finance Corp. and Security
Pacific Finance Corp. of Florida which
are currently located in Dade City.
Florida.
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B. Other Federal Reserve Banks:
None.

Board of Governors of the Federal Reserve
System, October 24, 1980.
Jefferson A. Walker,
Assistant Secretary of the Board.
iFR Dc. 80-33977 Filed 10-30-80 8:45 aml
BILLING CODE 6210-01-M

Citizens Banco, Inc.; Acquisition of
Bank

Citizens Banco, Inc., Westminster,
Colorado, has applied for the Board's
approval under § 3(a)(3) of the Bank
Holding Company Act (12 U.S.C.
§ 1842(a)(3)) to acquire 100 percent of
the voting shares of Citizens Bank,
Littleton, Colorado, a proposed-new
bank. The factors that are considered in
acting on the application are-set forth in
§ 3(c) of the Act (12-U.S.C. § 1842(c)).

The application may beinspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Kansas
City. Any person wishing to comment on
the application should submit views in
writing to the Reserve Bank.to be
received not later than November 2b,
1980. Any comment on an application
that requests a hearing must include a
statement of why a written presentation
would not suffice in lieu of a hearing,
identifying specifically any questions of
fact that are in dispute and summarizing
the evidence that would.be presentedat
a hearing.

Board of Governors of the Federal Reserve
System, October 27,1980.
Jefferson A. Walker,
Assistant Secretary of the Board. -
[Fit Doe. 80-33974 Filed 10-30-80; 8:-S aml
BILLING CODE 6210-01-M

Hawkeye Bancorporation; Acquisition
of Bank

Hawkeye Bancorporation, Des
Moines, Iowa, has applied for the
Board's approval under-.§ 3(a)(3) of the
Bank Holding Company Act (12 U.S.C.
§ 1842(a)(3)) to acquire 97 percent or
more of the voting shares of Capital City
State Bank, Des Moines, Iowa. The
factors that are considered in acting on
the application are set forth in § 3(c) of
the Act (12 J.S.C. § 1842(c)).

The applicatiorrmay be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Chicago.
Any person wishing to comment on the
application should submit views in
writing to the Reserve Bank to be
received not later than November 24,
1980. Any comment on an application
that requests a hearing must include a
statement of why a written'pres'entation

would not suffice in lieu of a hearing,
identifying specifically any questions of
fact that are in dispute and-summarizing
the evidence that would be presentedat
a hearing.

Board of Governors of the Federal Reserve
System, October 27,1980.
Jefferson A. Walker, -
Assistant Secretary of the Board
IFR Doe. 6-33973 Filed 10-30-80:. 8:45 ami

BILUNG CODE 6210-01-M

The Highland Ban-Corp., inc.;
Formation of Bank Holding Company

The Highland Ban-Corp., Inc.,
Cleveland, Oklahoma has applied for
the Board's approval under § 3(a)(1) of
the Bank Holding Company Act (12
U.S.C. § 1842(a)(1)) to become a bank
holding company by acquiring 80
percent or more of the voting shares of
The Cleveland Bank, Cleveland,
Oklahoma. The factors that are
considered in acting on the application
are set forth in § 3(c) of the Act (12
U.S.C. § 1842(c)-.

The application may be inspected at
the offices of the Board of Governors or
at the Federal Resezve Bank of Kansas
City. Any person wishing to comment on
the application should submit views in
writing to the Secretary, Board of
Governors of the Federal Reserve
System, Washington, D.C. 20551 to be
received no later than November 24,
1980. Any comment on an application
that requests a-hearing must include a
statement of why a written presentation
would not suffice in lieu of a hearing,
identifying specifically any questions of
fact that are in dispute and summarizing
the evidence that would be presented at

* a hearing.
Board of Governors of the Federal Reserve

System, October 24, 1980.
Jefferson A. Walker,
Assistant Secretary of the Board.
[FR Doc. 80-33978 Filed 10-30--80:8:45 am]

BILLING CODE 6210-01-

Metropolitan Bancorporation, Inc.;
Formation-of Bank Holding Company

Metropolitan Bancorporation, Inc.,
Minneapolis, Minnesota, has applied for
the Board's approval under §'3(a)(1) of
the Bank Holding Company Act (12
U.S.C. § 1842(a)(1)) to become a bank

- holding company by acquiring 95
percent of the voting shares of
Metropolitan State Bank, Minneapolis,
Minnesota. The factors that are
considered in-acting on the application
are set forth in § 3(c) of the Act (12 -

U.S.C. § 1842(c));

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of
Minneapolis. Any person wishing to
comment on the application should
submit views in writing to the Secretary,
Board of Governors of the Federal
Reserve System, Washington, D.C. 20551
to be received no later than Noveiiber
24, 1980. Any comment on an
application that requests a hearing must
include a statement of why a written
presentation would not suffice in lieu of
a hearing, identifying specifically any
questions of fact that are in dispute and
summarizing the evidence that would be
presented at a hearing.

Board of Governors of the Federal System.
October 24, 1980.
Jefferson A. Walker,
Assistant Secretary of the Board.
IFR Doc. 80-33981 Filed 10-30-OM, 543 aml

BILLING CODE 6210-01-M

-Taney County Bancorporation;
Formation of Bank Holding Company

Taney County Bandorporation,
Kansas City, Missouri, has applied for
the Board's approval under § 3(a)(1) of
the Bank Holding compnay Act (12
U.S.C. § 1842(a)(1)) to become a bank
holding company by acquiring 91.4
percent or more of the voting shares of
Security Bank and Trust Company of
Branson, Missouri. The factors that tire -

considered in acting on the application
are set forth in § 3(c) of the Act (12
U.S.C. § 1842(c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of St, Louis,
Any person wishing to comment ofn the
application should submit views in
writing to the Reserve Bank, to be
received not later than November 24,
1980. Any comment on an application
that requests a hearing must include a
statement of why a written presentation
would not suffice in lieu of a hearing,
identifying specifically any qustilons of
fact that are in.dispute and summarizing
the evidence that would be presented at
a hearing.

Board of Governors of the Federal Reserve
System, October 24, 1980.
Jefferson A. Walker,
Assistant Secretary of the Board.
JFR Doe. 80-33980 Filed 10-30-80 M:451

BILLING CODE 6210-01-M

Veis Bankshares, Inc.; Formation of
Bank Holding Company

Veis Bankshares, Incorporated,
Scobey, Montana, has applied for the
Board's approval under § 3(a)(1) of the

I I III Ilia
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Bank Holding Company Act (12 U.S.C.
§ 1842(a)(1)) to become a bank holding
company by acquiring 91 percent of the
voting shares of Citizens State Bank of
Scobey, Scobey, Montana. The factors
that are considered in acting on the
application are set forth in § 3(c) of the
Act (12 U.S.C. § 1842(c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank
Minneapolis. Any person wishing to
comment on the application should
submit views in writing to the Reserve
Bank, to be received not later than
November 24, 1980. Any comment on an
application that requests a hearing must
include a statement of why a written
presentation would not suffice in lieu of
a hearing, identifying specifically any
questions of fact that are in dispute and
summarizing the evidence that would be
presented at a hearing.

Board of Governors of the Federal Reserve
System, October 27,1980.
Jefferson A. Walker,
Assistant Secretary of the Board.
[FR Doc. 80-SS Fled 1o-0-f0 &46 amn]

BILLING OOOE 6210-01-d

GENERAL ACCOUNTING OFFICE

Regulatory Reports Review; Receipt of
Report Proposal

The following request for clearance of
a report intended for use in collecting
information from the public was
received by the Regulatory Reports
Review Staff, GAO. on October 24. 1980.
See 44 U.S.C. 3512 (6) and (d). The
purpose of pablishing this notice in the
Federal Register is to inform the public
of such receipt.

The notice includes the title of the
request received; the name of the agency
sponsoring the proposed collection of
information; the agency form number, if
applicable; and the frequency with
which the information is proposed to be
collected.

Written comments on the proposed
FTC request are invited from all
interested persons, organizations. public
interest groups. and affected businesses.
Because of the limited amount of time
GAO has to review the proposed
request, comments (in triplicate) must be
received on or before November 18,
1980, and should be addressed to Mr.
John M. Lovelhdy, Senior Group
Director, Regulatory Reports Review,
United States General Accounting
Office, Room 5106, 441 G Street, NW.,
Washington, DC 20548.

Further information may be obtained
from Patsy J. Stuart of the Regulatory
Reports Review Staff, 202-275-3532.

Federal Trade Commission
The FTC requests clearance of a new.

single-time, voluntary mail survey
questionnaire. The questionnaire will be
sent to members of a consumer mail
panel to identify panelists who have
recently had eye examinations. The FTC
will use the information developed from
the survey to assist it in making policy
decisions related to regulation of
opthalmic goods and services. The
questionnaire consists of five yes/no
checkoff questions and one question
requesting the date of most recent eye
examination. The FTC estimates that
respondenis will number approximately
9,000 and that time to fill out the
questionnaire will average 3 minutes.
Norman F. Heyl,
Regulatory Reports Revien- Offcer.
[FR Dox- W -3"46 F1IM 10-3o- &45 am,]

BILWNG cOE 1610-01-A

DEPARTMENT OF HEALTH AND
HUMAN SERVICES
Office of the Assistant Secretary for
Personnel Administration

Statement of Organization, Functions
and Delegation of Authority

Part A. Chapter AHP, Office of
Personnel, of the Statement of
Organization, Functions, and
Delegations of Authority for the
Department of Health and Human
Services (43 FR 48020, dated October 18,
1978) is amended by revising the
functional statements for the Office of
Personnel. The Office of Employee
Development is changed to the Office of
Executive Personnel, and functions are
transferred to and realigned within the
Office of Personnel Policy and
Communications.

The specific changes are as follows:
1. Delete Section AHP.00 Mission

through Section AHP.20BS and replace
with the following:

Sec. AHP.OO Mission. The Office of
Personnel directs the development and
implementation of broad program plans
under which the Department's personnel
and training functions are carried out.
The office represents the Department in
coordination with the Office of
Legislation and the Congress in all
personnel matters with the Office of
Personnel Management, Congress, other
Federal agencies, and the public. The
office provides guidance and assistance
to all personnel offices, staff directors,
and managers in the Department. The
office assures the effectiveness and
integrity of the Department personnel
system as it relates to all current and
potential employees of the Department.

Sec. AHP.1O Organization. The Office
of Personnel is headed by the Deputy

Assistant Secretary for Personnel who
reports directly to the Assistant
Secretary for Personnel Administration
and supervises the following
components: Office of Personnel Policy
and Communications, Employee
Systems Center. Office of Personnel
Systems Integrity, and Office of
Executive Personnel.

Sec. AHP20 Functions. A. The Office
of Personnel provides leadership and
directs and manages the Department-
wide personnel system and the
Departmental payroll system.

B. The Office of Personnel Policy and
Communications provides leadership in
and coordinates the development,
issuance, and interpretation of
Department personnel policies,
regulations and procedures. Plans for
and manages special high-priority policy
or program development tasks and
projects. Develops and administers
programs and provides technical advice
and assistance to Principal Operating
Components in the areas of staffing,
position management, classification, pay
administration, employee relations.
labor-management relations and
training. Coordinates the Department's
committee management activities.
Develops systems for communicating
personnel policies and information.

1. Committee Management Staff.
Coordinates Department activities
concerned with the establishment,
management, and continuation or
termination of all -HIS public advisory
committees and the appointment of
members thereto. Gives technical advice
and assistance to Principal Operating
Component staff with respect to
committee management activities,
prepares annual reports for the
Congress, the Office of Management and
Budget, and others as required by
pertinent statutes, executive orders, or
directives; and oversees the assembling
and maintenance of records required by
Section 552 of Title 5. United States
Code.

2. Division of Policy. Coordinates and
gives direction to the development and
issuance of personnel policies,
regulations, and instructions throughout
the Department. Manages the systems
for communicating personnel policies
and information about personnel
matters. Provides technical advice and
assistance on policy, legal, or regulatory
matters. Formulates policies and
regulations covering employee conduct.
conflicts of interesL and implements
established policy related to the Privacy
Act and the Freedom of Information Act
concerning personnel records.
Coordinates the development and
issuance of policies and requirements
concerned with processing personnel
and payroll actions.
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3.'Division of Compensation.
Formulates and oversees the
implementation of Department-wide
policies, regulations, and procedures
pertaining to position management,
classification, salary and wage
administration and employee benefits.
Serves as the central HHS reference
point inquiries, guidance, and
interpretation on position management,
classification and pay matters, and acts
as HHS liaison with the Office of "
Personnel Management with respect to
such matters.

4. Division of.Organization and
Employee Development. Formulates and
oversees the implementation of
Department-wide policies, regulations,
and procedures pertaining to
recruitment, staffing, examining,
Potention, career counseling, employee
education programs, and training except
executive development. Provides
guidance and advisory services to HHS
organizations on organizational
dbvelopment. Serves as the central'HHS
point of contact for inquiries and
interpretation for the above-mentioned
functions. Serves as a central source of
employment information for candidates
seeking employment in HHS. Maintains
liaison'with the Office of Personnel
Management and.other Departifients
and agencies.

5. Division of Labor-Management and
Employee Relations. Formulates and
oversees the implementation of
Department-wide policies, regulations
and procedures pertaining to labor-
management relations. Serves as the
central HHS reference point for
inquiries, guidance, and interpretation
on labor-management relations and acts
as HHS liaison, with the Office of
Personnel Management, the Federal
Labor Relations Authority and labor
unions and other employee
organizations at the international and
national level. Assists in the formulation
of Department personnel and
administrative policies, regulations, and
procedures affecting working conditions
of employees, Develops and gives
direction to employee relations - -
programs, including adverse actions,
grievances and programs for counseling
,employees regarding job-related
problems.

6. Performance Management Division.
Formulates and oversees the
implementation of Department-wide
policies, regulations and procedures
pertaining to performance management.
Conducts job analyses of occupations or
families of positions in order-to develop
and publish model performance
standards, qualification standards,
model rating schedules and-

classification guides. Oversees the
administration of the Uniform Selection
Guidelines in order to validate the job-
relatedness of selection processes.
Provides guidance and advisory services
to HHS organizations on improvements
in employee performance. Maintains
liaison with the-Office of Personnel
Management and with other
Departments and agencies.

2. Delete paragraph AHP.20, Section D
in its entirety and replace with the
following:,

D. Office of Executive Personnel is
responsible for the Department's
personnel management.support
programs for all executive level
positions, including Senior Executive
Service, and for the Department's
executive development programs;
develops Departmental policies and
guidance for executive personnel
program coordination and direction; and
processes actions required to carry out
the assigned responsibilities.

1. Executive Search Division is
responsible for conducting the search
process involved in obtaining talent for
the Department's "executive level"
positions (i.e. Senior Executive Service,
equivalents and statutory level
positions, as well as Schedule C
positions at GS-15 and below).,

2. Executive Resources Management
Division is responsible for policy
development and implementation for the
Department's Senior Executive Service;
-and Departmental personnel
management for Senior Executive
Service; and Departmental personnel
management for Senior Executive
Service and equivalent level, executive
level, and Schedule C positions.
Personnel operations for the Office of
the Secretary for the Senior Executive

.Service, General Schedule, Supergrade,
Executive Level, and Schedule C
positions. Provides Department
representation to the Office of Personnel
Management for all executive personnel
matters.

3: Executive Development Division is
responsible for providing overview,
guidance, policy direction, and technical
advisory services to all HHS .
organizations in executive development,
executive development programs
involving employee training at
institutions of higher learning or
governmental schools and seminar
centers; the HHS Senior Executive
Service Candidate D~velopment
Program; and executive training
programs offered through the Executive
Development Institute.

Dated: October 20,1980.
Patricia Roberts-Harrls,
Secretary.
IFR Doe. 80-33913 Filed 10-30-8. 8:45 aml
BILLING CODE 4110-12-M

Food and Drug Administration

Compilation of Preambles for Over-
the-Counter Drugs and Cosmetic
Documents; Availability .

AGENCY: Food and Drug Administration.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) announces the
availability of the preamble compilation
for Over-the-Counter Drugs and
Cosmetic regulations. The preamble
compilation contains significant
preambles of Federal Register
documents issued by FDA from March
1936 through March 1978. The Over-the-
Counter Drugs compilation is a two
volume set. The Cosmetic compilation
consists of one volume.

ADDRESS: Superintendent of Documents,
U.S. Government Printing Office,
Washington, DC 20402.

FOR FURTHER INFORMATION CONTACT:
Lola Batson, Federal Register Writer's
Office (HFC-11), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-2994.

SUPPLEMENTARY INFORMATION: 7The
preamble compilation series hasbeen
structured around the current
organizational scheme for Food and
Drug Administration regulations Issued
under-Chapter I of Title 21 of the Code
of Federal Regulations. This compilation
is part of a comprehensive effort to
make available to the public and the
agency a central source for tracing, by
subject, the historical development of
agency regulations.

The preamble compilation series will
be updated annually with cumulative
pocket supplements. The agency will
publish in the Federal Register a notice
of availability for each volume and
pocket supplement as they become
available.

,-These preamble compilations may be
purchased from the Superintendent of
Documents. The price for the Over-the-
Counter Drug two volume set is $23.00.
To order, reference GPO stock no. 017-
015-00171-7. The price for the Cosmetic
volume is $11.00. To order, reference
GPO.stock no. 017-015-00170-9.
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Dated: October 23. 1980.
William F. Randolph,
Acting Associate Commissioner for
Regulatory Affairs.
1FR Doe. M-3372 Filed 1o-f-ot 8 45 am]
BILUNG CODE 4110-0S-M

[Docket No. 80N-02711

International Drug Scheduling;
Convention on Psychotropic
Substances
AGENCY: Food and Drug Administration.
ACION: Notice.

SUMMARY: The Food and Drug
Administraton requests interested
persons to submit comments concerning
a proposal that the Commission on
Narcotic Drugs (CND) of the United
Nations impose international
manu acturing and distribution
restrictions, pursuant to international
treaty, or certain anerectic drugs (drugs
that diminish appetite). The specific
treaty involved is the Convention on
Psychotropic Substances, to which the
United States is a party. The comments
received will be considered in preparing
the United States position on the
proposed international restrictions on
these drugs for a meeting of the CND to
be held in February 1981. The issuance
of this notice requesting comments is
required by law.
DATE: Comments by December 1,1980.
ADDRESS: Written comments to the
Dockets Management Branch (formerly
the Hearing Clerk's office) (HFA-305),
Food and Drug Administration, Rm. 4-
62, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
Edwin V. Dutra. Jr., Bureau of Drugs
(HFD--), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857,301-443-1382.
SUPPLEMENTARY INFORMATION: This
notice is being published to afford
interested persons an opportunity to
comment on international drug control
measures that have been proposed by
the World Health Organization (WHO)
under international treaty. The specific
treaty involved is the Convention on
Psychotropic Substances, to which the
United States is a party. The substances
involved are certain anorectic drugs,
listed below.

Earlier this year the United States was
notified that WHO would make
recommendations to the Commission on
Narcotic Drugs (CND whether any
changes would be justified in the
present scheduling status under the
Convention on Psychotropic Substances
of the following nine anorectic drugs:

amfepramine, benzphetamine.
chlorphentermine, chlortermine,
fenfluramine, mazindol,
phendimetrazine, phenmetrazine, and
phentermine. The United States was
asked to supply WHO with information
and data that would aid WHO in
making its recommendations to the
CND. The CND. of which the United
States is a member, will meet in
February 1981 to make international
scheduling decisions. Under section
201(dJ(2)(A) of the Controlled
Substances Act (21 U.S.C. 811(d)(2)(A)),
the Department of Health and Human
Services (HHS) issued a notice in the
Federal Register of July 18. 190 (45 FR
48254) requesting interested persons to
submit relevant comments and data.
Comments and information received
from the public and from Government
agencies were subsequently submitted
to WHO, as requested. The WHO's
expert committee then met in September
1980 to evaluate the scheduling status of
the nine substances.

HHS has now learned from the
Department of State that WHO has
recommended that the CND control the
following four substances in Schedule
IV of the Convention on Psychotropic
Substances: (1) Benzphetamlne, (2)
mazindoL (3) phendimetrazine, and (4)
phentermine. The information received
from the Department of State is on file in
the Dockets Management Branch
(formerly the Hearing Clerk's office),
FDA. This information may be seen in
the above office between 9 a.m. and 4
p.m., Monday through Friday. Placing
these substances in Schedule IV of the
Convention on Psychotropic Substances
would require each of the member
countries (including the United States)
to impose controls regarding licensing,
prescriptions, recordkeeping and
reporting, and government Inspections.
Because of existing domestic controls
now in force for these substances under
the Controlled Substances Act (21 U.S.C.
801 et seq.), the proposed CND action, if
adopted, would not obligate the United
States to reschedule any of these
substances domestically. However, the
proposed CND action, if adopted, would
require additional manufacturer
reporting requirements to be
promulgated by the Drug Enforcement
Administration under section 307(e) of
the Controlled Substances Act (21 U.S.C.
827(e)), as amended by Pub. L 95-33
(Psychotropic Substances Act of 1978).

HHS has also learned that WHO has
recommended that the CND not take
any scheduling actions under the
Convention on Psychotropic Substances
with respect to the following five
substances: (1) Amfepramlne (known in

the United States as diethylpropion}
(currently in Schedule IV of the
Convention); (2) chlorphentermine
(currently not controlled under the
Convention); (3) chlortermine (kno%n in
the United States as clortermine)
(currently not controlled under the
Convention): (4) fenfluramine (currently
not controlled under the Convention];
and (5) phenmetrazine (currently in
Schedule II of the Convention). These
recommendations will also be
considered by the CND-at its February
1981 meeting.

Therefore, as required by section
201(d)(2]{B) of the Controlled
Substances Act (21 U.S.C. 811(d)(2)B)),
the Food and Drug Administration, at
the direction of the Assistant Secretary
for Health, invites interested persons to
submit comments about these proposed
CND actions. The comments received
will be considered by HIHS in its
evaluation of the WHO
recommendations. HIHS will then
recommend to the Secretary of State the
position which the United States should
take when voting on the scheduling
proposals at the CND meeting in
February 1981.
- Interested persons may, on or before

December 1. 190, submit to the Dockets
Management Branch (formerly the
Hearing Clerk's office] (HFA-305). Food
and Drug Administration, Rm. 4-62 5800
Fishers Lane, Rockville, MD 20857,
written comments regarding this
proposal. Four copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the office
above between 9 am. and 4 p.m.,
Monday through Friday.

Note.-The period for the submission of
comments is limited to 30 days so that the
United States has adequate time to consider
the comments received in reaching a decision
on how to vote on these proposals at the
upcoming CND meeting.

Dated. October 24. 1980.
William F. Randolph,
Acting Associate Comtmissioner for
RegulatorAffai.
[FR D-: 80-337M flied 10-3o1. &45 am]
BILUI CODE 4110-03-M

[Docket No. 801N-02761

Drugs for Human Use; Drug Efficacy
Study Implementation; Conditions for
Continued Marketing of Anabolic
Steroids for Treatment of
Osteoporosis
AGENCY: Food and Drug Administration.
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ACTION: Notice.

SUMMARY: The Food and Driig
Administration (FDA) announces
conditions for continued marketing of
anabolic steriodsfor the treatment of
osteoporosis.
DATES: Notices of intent to conduct
studies or to rely on another firm's
studies are due by December 1, 1980.
Notification of ongoing studies or other
information intended to demonstrate
effectiveness must be submitted by
December 30, 1980. Protocols are due on
or beforeJanuary 29, 1981, unless
manufacturers intend to rely on ongoing
studies or other information.
Abbreviated new drug applications must
be submitted by January 29, 1981.
ADDRESSES: Responses to this notice
should be identified with the NDA
number, if any, and the following in a
box in the upper-portion of the cover
letter: "Paragraph XIV Drug-Category
X (Anabolic Steroids)," directed to the
attention of the appropriate office
named below, and addressed to the

'Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857:
Requests for guidelines: Judy

Cheeseman, Division of Metabolism
and Endocrine Dxugs (HFD-30),
Bureau of Drugs.

Effectiveness information and data, and
study protocols: Division of
Metabolism and Endocrine Drug
Products (HIFD-130), Rm. 14B-04,
Bureau of Drugs.

Requests for opinion of the applicability
of this notice to a specific product:
Division of Drug Labeling Compliance
(HFD-310), Bureau of Drugs.

Abbreviated new drug applications:
Division of Generic Drug Monographs
(HFD-530), Bureau of Drugs.

FOR FURTHER INFORMATION CONTACT.
Samarendra Dutta, M.D., Bureau of
Drugs (HFD-130), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-3520.
SUPPLEMENTARY INFORMATION: in a
notice (DESI 7630) published'in the
Federal Register of June 24,1970 (35 FR
10327), FDA announced its conclusions
on the effectiveness -of certain anabolic
steroids, based on reports received'from
the National Academy of Sciences-
National Research Cduncil. The drugs
were classifiedprobably effective as
adjunctive therapy in the treatment of
senile and postmenopausal
osteopofosis. They were also classified
probably effective for pituitary
dwarfism because growth hormone was
not readily available at that time. The
products were classified either possibly
effective or lacking substantial evidence
of effectiveness for their other labeled

indications. The followihg products
were listed in the 1970 notice and are
covered by this publication.

1. NDA 8-736; Methylandrostenediol
Aqueous Suspension containing
mathandriol 25 or 50 milligrams/
milliliter;, Maurry Biological Co., Inc.,
6109 South Western Ave., Los Angeles,
CA 90047.2. NDA 10-400; Nilevar Tablets
containing 10 milligrams
norethandrolone; Searle Laboratories,
Inc., P.O. Box 511b, Chicago, IL 60680.
1 3. NDA 11-019; Nilevar Injection

-containing 25 milligrams/milliliter
norethandrolone; Searle Laboratories.

4. NDA 11-761; Adroyd Tablets
containing 2.5, 5, or 10 milligrams
oxymetholone; Parke-Davis, Division of
Warner-Lambert, -201 Tabor Rd., Morris-
Plains, NJ 07950.

5. NDA 11-891; Durabolin Injection
containing 25 or 50 milligrams/milliliter
nandrolone phenpropionate; Organon
Inc., 357 Mount Pleasant Ave., West
Orange, NJ 07052.

6. NDA 12-226; Dianabol Tablets
containing 2.5 or 5 milligrams
methandrostenolone; Ciba
Pharmaceutical Co., 556 Morris Ave.,
Summit, NJ 07901.

7. NDA 12-733; Anadrol Tablets
containing 2.5 milligrams oxymetholone;
Syntex Laboratories, Inc., 3401 Hillviev
Ave., Stanford Industrial Park, Palo
Alto, CA 94304.

8. NDA 12-885; Winstrol Tablets
containing 2 milligrams stanozolol;
Winthrop-Laboratories, Division of
Sterling Drug Inc., 90 Park Ave., New
York, NY 10016.

9. NDA 13-132; Deca-Durabolin
Injection containing 50 milligrams/
milliliter nandrolone decanoate;
Organon, Inc., -

• Thelune 24, 1970 notice listed three
products in addition to those listed
above. FDA withdrew approval of NDA
11-638 (listed as 11-683 in the 1970
notice) for Searle's Nflevar Drops

-(norethandrolone) and NDA 7-630 for
Organon's Stenediol Injection
(methandriol) for failure to submit
required reports (36 FR 14342, 38 FR
3208, respectively). Although these
products are not marketed and approval
has been withdrawn, final effectiveness
decisions on the products listed above
would be applicable to them because
they are identical or closely related to
the products covered by this notice.
Winthrop Laboratories' NDA 13-268 for
Winsteroid Tablets (stanozolol) and
NDA 12-1885 for Winstrol Tablets
(stanozolol) have been combined
because they cover the same product.

In a notice published in the Federal
Register of December 14, 1972 (37 FR
26623), amended on February,17, 1978

(43 FR 7044), FDA allowed anabolic
steroids to remain on the market labeled
for the osteoporosis Indication pending
completion of studies of their
effectiveness In treating that disorder,
The pituitary dwarfism indication was
permitted to remain until growth
hormone became more widely available.
The December 14, 1972 notice (category
X) covered the following types of
anabolic steroids, rather than specific
products: Stanozolol, oxymetholone,
methandrostenolone, nandrolone,'
decanoate, nandrolone phenpropionate,
and norethandrolone. The notice
inadvertently omitted any reference to
methandriol. However, methandriol-
containing products were listed in the
June 24,1970 notice, are included In
category X, and are covered by this
notice. This notice also applies to any
product not the subject of an approved
new drug.application which is identical,
similart or related to those listed above.
An opinion on the applicablty of this
notice, to a specific product may be
obtained from the Division of Drug
Labeling Compliance (address given
above).

Because of the lack of general
agreement on parameters to be
measured and the techniques for
measurement, FDA has developed
guidelines for the clinical §tudy of drugs
used to treat osteoporosis. The
availability of the guidelines was
announced in the Federa)i Register of
June 20,1980 (43 FR 41705). The
guidelines may be obtained from the
Division of Metabolism and Endocrine
Drug Products (address given above),

Data submitted in support of the
anabolic steroids' other indications are
currently under review. FDA intends to
announce its evaluations of these data
in a future notice. Since publication of
the December 14, 1972 notice, however,.
growth hormone has become more
widely available, FDA has approved
two somatropin (formerly called
somatotropin) products as effective in
the treatment of pituitary dwarfism:
Asellacrin manufactured by Serene
Laboratories and Crescormon
manufactured by the Kabi Group. Thus,
because there is no longer justification
for the continued marketing of anabolic
steroids with the pituitary dwarfism
indication, that indication is to be
removed'ffom the labeling of anabolic
steroids.

Requirements for Products that Are
Subjects of Approved NDA's.

FDA will not begin proceedings to
withdraw approval of any NDA that has
"deemed approved" status on October
31,,1980, provided that the following
conditions are met: 1. Labeling. The

i 1 i
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manufacturer labels (in the Indications
section) the product as follows: "As
adjunctive therapy in senile and
postmenopausal osteoporosis. Anabolic
steroids are without value as primary
therapy but may be of value as
adjunctive therapy. Equal or greater
consideration should be given to diet.
calcium balance, physiotherapy, and
good general health promoting
measures." As required by 21 CFR
201.200, manufacturers shall indicate
that FDA classified the drug as
"probably effective" for this indication.

2. Studies. a, A study in compliance
with the guidelines announced in this
notice is undertaken. Each manufacturer
need not clinically test its own product
as long as at least one other
manufacturer, or a consortium of
manufacturers, is conducting tests on a
product to which the same effectiveness
conclusions would ultimately apply.
Each manufacturer shall notify FDA on
or before Dece'mber 1, 1980, if it intends
to conduct a study according to the
guidelines or if it intends to rely on a
study conducted by another
manufacturer.

b. Any manufacturer who intends to
conduct a study shall submit a protocol
on or before January 29, 1981, for
evaluation by FDA. FDA will complete
its evaluation of the protocol on or
before April 29, 1981.

c. The manufacturer shall begin the
study within 180 days after it is notified
of FDA's acceptance of the protocol.

d. From the time it begins the study,
the manufacturer will be allowed 3
years to complete it and to analyze and
submit the results of the study to FDA.
(The three-year period is considered
necessary for the completion and
evaluation of-the studies because of the
prolonged period of observation
necessary to detect changes in the
course of osteoporosis.)

e. FDA will review the results of the
study within 4 months after they are
submitted. If the studies demonstrate the
effectiveness of a product in treating
osteoporosis, the product will be
upgraded to effective for that indication
at that time.

f. Some manufacturers have, in the
past, conduted clinical studies on the
effectiveness of their products in the
treatment of osteoporosis and submitted
data to FDA. Other manufacturers are
currently conducting studies. In
addition, manufacturers may be aware
of completed relevant studies, published
or unpublished. This information may be
sufficient to support upgrading the
osteoporosis indication to effective.
Manufacturers may rely on data
previously submitted to FDA, an
ongoing study, or published and

unpublished studies to demonstrate the
effectiveness of their products.
Manufacturers who intend to rely on
such information shall submit it on or
before December 30, 1980. If a
manufacturer intends to rely on an
ongoing study, it shall submit an interim
progress report. FDA will judge the
adequacy of the study according to the
guidelines announced in this notice.
Manufacturers need not resubmit data
previously submitted, but if they intend
to rely on it shall completely describe
the previous submission, and Identify
when and where it was submitted. FDA
will complete its review of the
information and notify the manufacturer
of its evaluation by April 29.1981. If
FDA finds that the information
submitted is inadequate to support
upgrading the indication to effective, the
manufacturer shall inform FDA within
30 days of receiving FDA's notification if
it intends to conduct studies according
to the guidelines announced in this
notice. The manufacturer shall submit a
protocol for evaluation by FDA within
90 days of receiving FDA's notification
that the information initially submitted
is inadequate, and FDA will evaluate
the protocol within 90 days. The
manufacturer shall initiate the study
within 180 days of FDA's acceptance of
the protocol. Manufacturers will be
allowed 3 years to complete, analyze,
and submit the studies to FDA. FDA will
complete its review of the results of the
studies within 4 months of its
submission to FDA.
Requirements for Products not the
Subjects of Approved NDA's

FDA will not begin regulatory
proceedings to remove products from
the market based upon the absence of
an approved NDA or ANDA under
section 505 of the Federal Food, Drug,
and Cosmetic Act, provided that all of
the following conditions are met:

1. Labeling. Manufacturers label their
productions according to the labeling set
forth in this notice.

2. Studies. Manufacturers submit
protocols and conduct studies in
accordance with the requirements and
time limits set forth above for "deemed
approved" products.

3. Submission of ANDAV s.
Manufacturers submit ANDA's (21 CFR
314.1(f) on or before January 29,1981. If
the information in the ANDA is
complete and satisfactory. FDA will
conditionally approve the ANDA
pending the results of clinical studies.
Such conditionally approved products
will have the same legal status as
products that are subjects of "deemed
approved" applications reviewed in the
Drug Efficacy Study; that is, as products

for which safety is not in question, but
for which effectiveness has not been
proven.

4. FDA has not issued a non-
approvable or not-acceptable letter to
the applicant concerning the ANDA.

5. The ANDA is conditionally
approved by July 31,1981.

Failure of any manufacturer to comply
with each of the conditions of exemption
of this notice will result in appropriate
regulatory action.

This notice is issried under the Federal
Food, Drug, and Cosmetic Act (secs. 505,
701, 52 Stat. 1052-1053, as amended,
1055-1056 as amended (21 U.S.C. 355,
371)) and the Administraive Procedure
Act (5 U.S.C. 553, 554], and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1).

Dated: October 17. 190.
William F. Randolph,
Acting Associate Commfssioner/or
RegulatoryAnatysis.
IFR Dc- so-3350 Wed &-30-80 &4, aml
BSKL CODE 4110-0I-M

American Cyanamid Co.;
Chlortetracycline Oblong Tablets With
Vitamlns; Withdrawal of Approval of
NADA
AGENCY: Food and Drug Administration.
ACTION: Notice.

SUMMARY: The agency withdraws
approval of a new animal drug
application (NADA} providing for use of
chlortetracycline oblong tablets with
vitamins containing 250 milligrams (mg)
of chlortetracycline hydrochloride,
62,500 LU. vitamin A, 6,250 I.U. vitamin
D, and 100 mg nicotinic acid. The
sponsor, American Cyanamid Co.,
requested the withdrawal of approval.
EFFECTIVE DATE: November 10, 1980.
FOR FURTHER INFORMATION CONTACT.
David Scarr, Bureau of Veterinary
Medicine (HFV-214), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, M,1) 20857, 301-443-4093.
SUPPLEMENTARY INFORMATION:
American Cyanamid Co., Agricultural
Research Division, P.O. Box 400,
Princeton. NJ 08540, is the sponsor of
NADA 55-026 which provides for the
use of chlortetracycline oblong tablets
with vitamins for the prevention and
treatment of bacterial scours in calves.
This application was originally
approved on November 30,1962 under
the Food Additive Amendments (72 Stat.
1786 (21 US.C. 348(c](1))). The-sponsor
has requested by letter dated February
4,1980, that approval of the NADA be
withdrawn because the product is no
longer manufactured or marketed.
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Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(e], 82
Stat. 345-347 (21 U.S.C. 360b(e))), under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1) and
redelegated to the Bureau of Veterinary
Medicine (21 CFR 5.84), and in
accordance with § 514.115 Withdrawal
of approval of applications (21 CFR .
514.115), notice is given that approval of
NADA 55-026 and all supplements
thereto for chlortetracycline oblong
tablets with yitamins is hereby
withdrawn, effective November 10, 1980.

In a separate document published
elsewhere in thisissue of the Federal
Register, § 546.110d Chlortetracycline
hydrochloride tablets is amended to
delete that portion that reflects approval
of this NADA.

Dated: October 23, 1980.
Gerald B. Guest,
Acting Director for VeterinaryMedicine
[FR Doc. 80-33873 Filed 10-30-M0. &45 am]
BILUNG CODE 4110-O3-M

Health Care Financing Administration

Regional Reorganization; Statement of
Organization, Functions, and
Delegations of Authority

Part F, Chapter FD, of the Statement
of Organization, Functions, and
Delegations of Authority for the
Department of Health and Human
Services, (43 FR 5574, February 9,1978
and 44 FR 12767, March 8, 1979), is
amended to reflect the reorganization of
HCFA's Regional Offices. The
reorganization integrates the
management of the Medicare and
Medicaid programs and aligns Regional
Office components with their Central
Office counterparts.

1. Delhte the functional statement for
the Office of the RegionalAdministrator
(Regions.I-X) and its subordinate
organizational elements iii their entirety
and substitute the following: .

Section FQ.1O. Organization. Office of
the Regional Administrator. The HCFA
regional offices are headed by a
Regional Administrator who reports to
the Administrator, HCFA. The regional
offices include:

A. Division of Health Standards and
Quality

B. Division of Quality Control
C. Division ofoFinahcial Operations
D. Division of Program Operations
Section FQ.20. Functions. Office of the

Regional Administrator. Is the principal
line official for regional operations of
the Health Care Financing
Administrition (HCFA). Provides
executive leadership and guidance on
behalf of the Administrator, HCFA, to

all components at the regional level.
Implements national policy at the
regional level. Assures the effective
administration of.all HCFA programs
including Medicare, Medicaid,
Professional Standards Review
Organizations (PSROs), quality control,
and certification of institutional
providers in a major geographical area.
Participates in the formulation of new
policy and recommends Changes in
existing national policy for all HCFA
programs. Develops and implements a
professional relations program within
the region for all HCFA programs and
serves as the principal HCFA contact
with all professional organizations such
as hospital and medical associations. At
the regional level, takes action to
implement HCFA national initiatives
undertaken'to integrate HCFA program
operations and is responsible for
coordination of HCFA programs with
other HHS components and Federal
agencies. Coordinates with the HI-IS
Principal Regional Official to assure
effective relationships with State and
local governments, Manages all
administrative activities for the HCFA
components and coordinates such
activities with the Regional
Administrative Support Center. Initiates
and directs the implementation-of
special regional and headquarters
projects affecting all HCFA programs.
Directs regional responsibilities relating
to experimental and demonstration
projects. Oversees a beneficiary
services program within the region for
all HCFA programs. Provides regional
perspective to the Administrator, bui:eau
directors, and staff office directors in the
development of HCFA policies, -
programs, and objectives..
, A. Division of Health Standards and
Quality. Under the direction of the
HCFA Regional Administrator the
Division of Health Standards and
Quality assures that health care services
provided under Medicare and Medicaid
,are furnished in the most effective and
efficient manner consistent with
recognized professional standards of
care. Serves as the regional focus for
assuring accountability to health care
consumers for the quality of health care
services. Participates in the formulation
and development of health standards
and quality policies and programs;
interprets and implements health safety
standards and evaluates their impact on

- the utilization and quality of health care
services. Insures appropriate review and
application of conditions of
participation for providers and siippliers
of health services under the Social
Security Act and other related Federal
programs. Exercises autltority for'

approval/denial/termination of all
provider/supplier certification actions
under the Medicare program. Makes
final determination on all initial budget
requests submitted by State agencies.
Exercises authority on all fiscal matters
relating to section 1804 agreements.
Resolves conflicts involving the State
Survey Agency and Professional
Standards Review Organizations
(PSROs). Oversees, monitors and
evaluates the Medicaid State Agency,
State Survey Agencies and PSROs, and
recommends corrective actions are
taken, as required. Maintains liaison
with organizations representing health
care professionals, providers of health
care services, and program
beneficiaries.

Interprets and implements policies
and procedures for review and
utilization control programs under the
Social Security Act and other Federal
programs. Oversees the negotiation and
award of grants and the operation of
local PSROs and Professional Standards
Review (PSR) State Councils. Performs
regional responsibilities relating to
experimental and demonstration
projects. Develops and implements a
program of liaison with organizations
representing health care professionals
and providers of health care services,
and assumes responsibility for
associated program training. Provides
current feedback to central office on
operations, activities, and problems.
Provides regional perspective in the
development of central office policies,
objectives, and work plans. Monitors
and assesses performance and provides
technical assistance to End-Stage Renal
Disease (ESRDJ networks by overseeing
financial management and compliance
with-program policies and regulations
and insures coordination with States
and local planning agencies and PSROs.

B. Division of Quality Control Under
the direction of the HCFA Regional
Administrator, the Division of Quality
Control develops and conducts ongoing
HCFA validation and quality control
programs at the regional level. Evaluates
the effectiveness of HCFA operations,
policies and pr6cedures with focus on
those that may result in erroneous
expenditures. Conducts ongoing
reviews/studiqs of health care providers
and of program policy or administrative
procedures showing indications of
potential fraud, abuse or program
mismanagement. Recommends
corrective action, including statutory
and regulatory changes, to correct
problems identified. Documents findings
to the extent of calculating
overpayments made to specific
providers and/or savings which will
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accrue as a result of implementing
recommended changes in law,
regulations, policy or procedures.
Conducts and oversees validation
programs designed to detect improper
expenditures of funds provided through
Medicaid and Medicare programs.
Monitors contractor/State performance
in fulfilling Medicare/Medicaid contract
and State plan requirements related to
fraud detection and abuse control.
Works with PSROs and other peer
review bodies to obtainprofessional
case review services and to impose
abuse related sanctions. Assumes
control of abuse investigations, where
warranted, and refers cases of
suspected criminal fraud to the Office of
Inspector General. Retains independent
authority for civil fraud in cases where
criminal prosecution is not sought. Has
primary responsibility for civil
negotiations in all program integrity
cases. Works with Medicaid State
Agencies and Medicare contractors to
ensure that effective systems for
detecting and eliminating abuse are in
place. Develops and recommends
administrative sanctions in cases of
fraud or abuse. Monitors the
implementation of administrative
sanctions imposed by HCFA. Provides
information to the HCFA Regional
Administrator on improper program
expenditures. Operates systematic
Medicare and Medicaid quality control
programs in a variety of areas such as
Early and Periodic Screening, Diagnosis
and Treatment (EPSDT), Medicaid
eligibility, Medicaid claims processing,
Medicaid utilization control, third party
liability and Medicare Part B end-of-line
bill review. Makes recommendations to
the Regional Administrator regarding
financial penalties and final decisions
concerning Federal/State quality control
differences. Assists Medicaid State
Agencies and Medicare contractors in
improving the management of federally
required quality control programs.

C. Division of Financial Operations.
Under the direction of the HCFA
Regional Administrator, the Division of
Financial Operations is responsible for
financial management, institutional
reimbursement, and Automated Data
Processing (ADP) systems of Medicare
contractors and 14edicaid State
Agencies. Assures continuing
surveillance and appraisal of Medicare
contractors regarding the
implementation of Medicare
institutional reimbursement policy and
procedures. Monitors contractor
overpayment identification and
collection activities; prepares
overpayment cases for submission to the
Government Accounting Office (GAO)

for collection and/or to the Department
of Justice for possible prosecution.
Identifies problems and initiates action
to insure contractor adherence to
national Medicare policy and
procedures. Directs Medicare regional
financial management activities. Directs
a program of in-depth surveys to
evaluate the effectiveness of the
Medicare program with respect to areas
of responsibility. Conducts Part A
quality assurance program and on-site
performance appraisals. Negotiates and
approves contractor budgets,
modifications to budget allotments and
final cost settlements. Coordinates day-
to-day contractor financial management
activities; reviews and evaluates the
cost allocation procedures of
contractors.

Plans, manages, and provides federal
leadership and assistance to State
agencies in implementation,
maintenance, and regulatory review of
Medicaid State Agency activities with
respect to institutional reimbursement,
financial management and ADP
systems. Interprets Medicaid program
and financial policy with respect to
institutional reimbursement, financial
management, and automated data
processing activities. With respect to
areas of responsibility, maintains day-
to-day liaison with State agencies and
monitors their Medicaid program
activities and practices by conducting
periodic comprehensive on-site program
management and financial reviews to
assure State adherence to Federal law
and regulations. Reviews, approves and
monitors State institutional
reimbursement plan. Reviews cost
allocation plans, determines whether
such plans are approvable from the
Medicaid standpoint and advises such
determinations to Regional
Administrative Support Center.
Reviews, analyzes, and approves State
expenditures for Medicaid contracts.
Resolves audits with States. Reviews
States' quarterly estimates of
expenditures under the Medicaid
program and recommends the amount to
be estimated in the quarterly grants.
Reviews States' quarterly statements of
expenditures and recommends
appropriate action on amounts claimed.
Defers reimbursement action on
questionable State claims, reviews the
claims for allowability and recommends
appropriate action. Issues orders
suspending Federal financial
participation on behalf of State
payments to Title XIX provider
institutions and revocation of such
suspension orders. Advises, provides
technical assistance, supports, and
evaluates State management

information and claims payment
systems. Provides for State and regional
input to operational plans, policy,
regulations, legislation, and budget
formulation with respect to areas of
responsibility. Provides current
feedback to central office counterparts
on operations, activities, and problems.
Provides regional perspective in the
development of central policy,
objectives and work plans related to
areas of responsibility.

D. Division of Program Operations.
Under the direction of the HCFA
Regional Administrator, the Division of
Program Operations serves as a
principal point of contact between the
Regional Office and the Medicare
contractors and Medicaid State
Agencies within the Region. Directs the
conduct of liaison and working
rblationships with these organizations.
Directs a program of surveillance and
appraisal of Medicaid State Agencies
and Medicare contractors to ensure
compliance with the Medicaid State
Plan and the Medicare contract
(respectively). When deficiencies are
noted, ensures that corrective action is
taken as appropriate. Through the
review and approval of Medicaid State
Plan material, assures the appropriate
use of funds under established policies
and conformance with planned
objectives of the program. Assures
uniformity in Plan changes among
assigned States. Directs Title XVII and
Title XIX program coordination to
achieve greater uniformity and
consistency in assigned contractor and
State agency practices and to eliminate
unnecessary duplication of effort and
cost between the two programs.

Provides support to the Medicaid
State Agencies, Medicare contractors
and other HCFA components with
respect to Medicare/Medicaid policy
interpretation and specialized technical
assistance. Serves as a State Agency
and contractor review and resource
point for interpretation of Federal
regulations, program objectives and
policies. Provides significant
recommendations and contributions to
national policy development and
revision. Provides consultation and
assislance to Central Office in the
development of new and revised
legislation, policy, regulations and
guidelines. Participates in the
development of long and short range
goals and objectives of the agency as
well as its policies and directives.
Monitors and assesses the performance
of Medicaid State Agencies and
Medicare contractors in the area of
Medicaid and Medicare policy,
procedures and instructions. Makes
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recommendations where appropriate
and ensures corrective action is taken
when deficiencies are identified.

Develops and implements a program
of liaison with organizations
representing program beneficiaries.
Provides direction and guidance to State
agencies and Medicare contractors
concerning services to beneficiaries. In
addition, maintains a program of
surveillance and appraisal to assure that
appropriate standards are met. Where
deficiencies are noted, ensures that
appropriate corrective action is taken.
Provides Medicare orientation, training
and day-to-day liaison with direct-
dealing providers and Comprehensive
Health Centeri (CHCs). Conducts on-
site reviews of all direct-dealing
providers and CHCs on a regular basis.
Individually or in concert with other
HCFA representatives, represents
HCFA in conferring and negotiating with
regional and national officials of other
HHS agencies and representatives of
private and public organizations, in -
matters of the administration of the
Medicare and Medicaid programs and
the impact of these programs on
beneficiaries. Coordinates with the
Social Security Administration, Office of
the Regional Commissioner and
provides direction and technical
assistance to the Social Security District
Offices concerning the Medicare
entitlement, post-entitlement, and
beieficiary education functions they
perform: under agreement with HCFA.
Monitors the performance of these
functions and makes appropriate
recommendationd.

Dated: October 23, 1980.
Patricia Roberts Harris,
Secretary.
[IFR DoC. 80-33912 Filed 40-30.0-;8:45 am]

BILLING CODE 4110-35-M

DEPARTMENT OF THE INTERIOR

Fish and Wildlife Service

Endangered Species Permit; Receipi-
of Application

Applicant: San Diego Zoological
Garden, P.O. Box 551, San Diego,
California 92112.

The applicant requests a permit to
import one male and one female captive
born dhole, or Chinese Red Dog (Cuon
alpinus lepturus) from the Assiniboine
Park Zoo, Winnipeg, CANADA for,
propagation.

Humane care and treatment during
transport has been indicatedby the
applicant.

Documents and other information
submitted with this application are

available to the public during normal
business hours in Room 605, 1000 N.
GlebeRoad, Arlington, Virginia, or by
writing to the Director, U.S. Fish and
Wildlife Service (WPO), P.O. Box 3654,
Arlington, VA 22203.

This application has been assigned
file number PRT 2-7163. Interested
persons may comment on this
applicatiofi on or before December 1,
1980, by submitting written data, views,
or arguments to the Director at the
above address. Please refer to the file
number when submitting comments.

Dated: October 22,1980.
Fred L Bolwahnn,
Acting Chief Permit Branch, Federal Wildlife
Permit Office, U.S. Fish and Wildlife Service.
[FR Doc. 80-34034 Filed 10-M30-80: 8:45 am]

BILLING CODE 4310-55-M

/

Endangered Species Permit; Receipt
of Application
Applicant: Sparks Nuggett, Inc., 1100-

Nuggett Ave., Sparks, NV- 89431.
The applicant requests a permit to

.import one male and one female Asian
elephant each two years old for the
purpose of propagation and exhibition.
The elephants will be obtained from H.
B. Knan, Purana Ganj Road Rampour,
(U.P.) INDIA. The elephants were not
taken from the wild, but were born in
captivity in the Indian state of Behar.

Humane care and treatment during
transport has been indicated by the
applicant.

Documents and other information
submitted with this application are
available to the public during normal
business hours in Room 605, 1000 N.
Glebe Road, Arlington, Virginia, or by
writing to the Director, U.S. Fish and
Wildlife Service (WPO), P.O. Box 3654,
Arlington, VA 22203.

This application has been assigned
file number PRT 2-7162. Interested
persons ma , comment on this
application on or before December 1,
1980 by submitting written data, views,
or arguments to the Director at the -
above address. Please refer to the file
number when submitting comments.

Dated October 27,1980.
Larry LaRochelle,
Acting Chief, Permit Branch, Federal Wildlife
Permit Office, US. Fish and Wildlife Service.
[FR Doc. 80-3403 Filed 10-30-0. 8:45 am]

BILLING CODE 4310-55-M

Endangered Species Permit; Receipt
of Application
Applicant: Denver Zoological Gardens,

* City Park, Denver, CO 80205,
The applicant requests a permit to

import in foreign commerce three
captive-bred Bactrian camels (Camelus
bactrianus) from England for
enhancement of propagation and
survival.

Humane care and treatment during
transport has been indicated by the
applicant.

Documents and other information
submitted with this application are
available to the public during normal
business hours in Room 605, 1000 N.
Glebe Road, Arlington, Virginia, or by
writing to the Director, U.S. Fish and
Wildlife Service (WPO), P.O. Box 3054,
Arlington, VA 22203.

This application has been asgigned
file number PRT 2-7222. Interested
persons may comment on this
application on or before December 1,
1980 by submitting written data, views,
or arguments to the Director at the
above address. Please refer to the file
number when submitting comments,

Dated- October 27, 1980.
Larry LaRochelle,
Acting Chief Permit Branch, Federal Wildlife
Permit Office, U.S. Fish and Wildlife Service.
[FR Doc. 80-34020 Filed 10- ,30-:. a45am|

BILUNG CODE 4310-55--M

Bureau of Land Management

[NM 272141

Notice of Coal Lease Offering by
Sealed Bid

Correction

In FR Doc. 60-32435, appearing on
page 69052, in the issue of Friday,
October 17,1980, make fhe following
correction.

On page 69052, third column, the third,
line beneath the heading:

New Mexico Principal Meridian, Now
Mexico
Now reading "Containing 230.00 Acres."
should have read "Containing 320.00
Acres."
BILLING CODE 1505-01-M

Baker District Advisory Council;
Meeting

Notice is hereby given in accordance
with Pub. L. 94-579 and 43 CFR Part 1780
that a meeting of the Baker District
Advisory Council will be held on
December 2, 1980.

The meeting will begin at 9 a.m. in the,
Conference Room on the second floor of
the Federal Building, Baker, Oregon,
, The agenda for the meeting will
include:

1. Approve minutes of the September
16 and October 16, 1980 meetings.
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2. Work on the Baker Resource Area
Management Framework Plan multiple
use decisions.

3. Work on the draft Rangeland
Management Program Document
(RMPD} covering the Baker Resource
Area portion of the Ironside Grazing
Management Environmental Impact
Statement area.

4. Public comments.
5. Arrangements for the next council

meeting.
The meeting is open to the public and

news media. Interested persons may
make oral statements to the Council
between 2 and 3 p.m., or file written
statements for.the Council's
consideration. Anyone wishing to make
an oral statement should notify the
District Manager, Bureau of Land
Management, Federal Building, P.O. Box
987, Baker, Oregon 97814, telephone 503-
523-6391, Ext 281, by 12 noon, Monday,
December 1, 1980. Depending on the
number of persons wishing to make oral
statements, a per person time limit may
be established by the District Manager.

A report of the Council meeting will
be maintained at the District Office and
be made available for public inspection
and reproduction at the cost of
duplication.
Gordon R. Staker,
District Manager.
October 21,1980.
[FR Doc. 8.-33864 Filed 10-30- 8.45 aml

BILLING CODE 4310-4-M

Salmon, Idaho, District Grazing

Advisory Board; Meeting

Notice is hereby given in accordance
with Pub. L 92-463 that a meeting of the
Salmon District Grazing Advisory Board
will be held on December 9,1980. The
meeting will begin at 10:00 A.M. in the
conference room of the Bureau of Land
Management office on South Highway
93, Salmon, Idaho.

The agenda for the meeting is as
follows: (1] To elect a chairman and a
vice-chairman, (2] to consider and make
recommendatiens concerning allo'tment
management plans, and (3) to consider
and make recommendations concerning
the expenditure of range betterment and
advisory board funds.

The meeting is open to the public.
Anyone may make oral statements to
the board or file written statements for
the board's consideration. Anyone
wishing to make an oral statement must
notify the District Manager, Bureau of
Land Management, P.O. Box 430,
Salmon, Idaho, by November 2,1980.

Summary minutes of the board
meeting will be maintained in the
District Office and will be available for

public inspection within 30 days
following the meeting.
Harry R. Finlayson,
District Manager.
JFR Dok 80-&MS6 FLkd 210-80t 14awl
BILUNG 000E 4-104W4M

[W-725181

Wyoming; Application
October 23, 1980.

Notice is hereby given that pursuant
to Section 28 of the Mineral Leasing Act
of 1920, as amended (30 U.S.C. 185), the
Panhandle Eastern Pipe Line Company
of Brighton. Colorado, filed an
application for a right-of-way to
construct an 8-inch gathering pipeline
and related facilities for the purpose of
transporting natural gas across the
following described public lands:
Sixth Principal Meridian, Wyo.
T. 23 N., R 101 W..

Secs. 5. 7. and 8.
T. 24 N.. . 101 W.,

Secs. 32 and 33.
T. 23 N.. t_ 102 W.,

Secs. 12 13.14.22. 32. and 34.
T. 23 N.. R 103 W.,

Secs. 2628. 29. and 38.

The proposed pipeline will connect
the Davis Treasury Unit --1 Well in
Section 33, T. 24 N., R. 101 W., to a point
of connection with Mountain Fuel
Supply Company's transmission line in
Section 29, T. 23 N., R. 103 W., all within
Sweetwater County, Wyoming.

The purpose of this notice is to inform
the public that the Bureau will be
proceeding with consideration of
whether the application should be
approved, and if so. under what terms
and conditions.

Interested persons desiring to express
their views should do so promptly.
Persons submitting comments should
include their name and address and
send them to the District Manager,
Bureau of Land Management. Highway
187 North, P.O. Box 1889, Rock Springs,
Wyoming 82901.
Harold G. Stinchoomb,
Chief, Branch of Lands and Minerats
Operation&
IFR Doc. 80-d Fld I0-30-8- 945 an
BILLING COOE 4310-41

[U-910]

Utah; Deep Creek Mountains Interim
Protection Plan
AGENCY: Bureau of Land Management.
Interior.
ACTION: Notice.

SUMMARY: This notice announces that
the interim protection plan for the Deep
Creek Mountains in Utah will become
available to the public October 30, 1980.
A 30 day public comment period
concerning the interim protection plan
will continue through November 28,
1980, after which the final plan will be
implemented.

On or about October 30, a copy of the
interim protection plan will be mailed to
those on the Deep Creek Mountains
mailing list. Copies will also be
available at the BLM Utah state office,
Richfield and Salt Lake District offices.

All comments should be sent to: Deep
Creek Mountains, BLM Utah State
Office, 136 East South Temple, Salt Lake
City, Utah 84111.
FOR FURTHER INFORMATION CONTACT:.
Reed Stalder, Utah State Office 801-524-
5326.

Dated: October 22 1980.
Gary J. Wicks,
Dirckr.

BEKUNG COoE 4310-8-M

Delegation of Authority to the
Director, Bureau of Land Management,
Regarding Nondiscrimination Under
Trans-Alaska Pipeline Permits
AGENCY: Bureau of Land Management,
Interior.
ACTION: Notice of Delegation of
Authority.

SUMMARY: This notice is issued in
accordance with the provisions of 5
U.S.C. 552(a)[1). The Secretary of the
Interior has delegated authority to the
Director, Bureau of Land Management.
regarding nondiscrimination under
Trans-Alaska Pipeline permits. The
Director, BLM is designated the
Department of the Interior Compliance
Officer to perform functions assigned to
such Officer under regulations
implementing section 403 of Pub. L 93--
153 (43 CFR 27). The delegation and
designation were issued by Manual
Release Number 2284 dated July 29,
1980, Part 235, Chapter 4 of the -
Department of the Interior Manual. The
Director has redelegated his authority to
the State Director, Alaska.
EFFECTIVE DATE: October 31, 1980.
ADDRESS: Any inquiries should be sent
to: Director (840], Bureau of Land
Management, 18th and C Streets, NW.,
Washington. D.C. 20240.
FOR FURTHER INFORMATION CONTACT:
John Moeller at the above address on
202-343-6825.
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Dated:'October-24, 1980.,
James W. Curlin,
Secretary of the Interior.
fFR Doc. 80-33909 Filed 10-30-80; 8:45 am]
BILLNG CODE 4310-4-"

Colorado; Termination of Proposed
Forest Service Withdrawal Sites and
Opening of Lands

The U.S. Department of Agriculture,
Forest Service, Rocky Mountain Region,
filed withdrawal applications as listed
below:,

1. Application C-11542 filed
September 16, 1970 and published
September 30, 1970 as FR Doc. 70-12993
and December 30, 1977 and FR Doc. 77-
37092.

New Mexico Principal Meridian-
Uncompahgre National Forest

Palmer Roadside Rest
T. 43 N., R. 7 W., Protraction 24A. dated May

5, 1965.
Sec. 20: SEY4, description by metes and

bounds as M.S.1909.
Beginning at Corner No. 1 an iron rod one

Inch in diameter, two feet long set in a hole',
drilled in a rock marked 1/1909. Whence,
U.S.L.M. E bears S. 80 42' E., 74 feet. Point on
Hayden Mountain bears.S: 790 W;.thence S.
350 W., 40 feet to intersection with county
road, 70 feet to south bank of Red Mountain
Creek, 264.5 feet to intersection with line 3-4
of survey number 1910, 540 feet leave east
bank of Red Mountain Creek, 564.1 feet lo
intersection of line 1-2 survey No. 1910, 1150
feet to center of Red Mountain Creek, 1310
feet to witness corzier No. 2 a post four feet
long set on hard rock in a large mount of
stones marked witness corner 2/1909,'1500,
feet to comer No. 2 which is inaccessible;
thence S. 550 E., 120 feet to center of Red
Mountain Creek, 300 feet to comer No. 3
which lies in center of County Road from
whence Mt. Elizabeth bears N. 210 18'-E.,
point of rock on Mt. Abrams bears S. 67? 50'
E., thence N. 35°,E.. 29 feet to witness comer
No. 3 a post 4 feet long set in ground as far as
rock would permit with mount of stones
marked witness comer 3/1909, 950.2 feet to
intersetion of line 1-2 survey No. 1910, 1249.8
feet to'intersection of line 3-4 survey No.
1910, 1500 feet-to corner No. 4 a post 4 feet
long with mount of stones marked 4/1909;
thence N. 550 W., 85 feet to intersection with
Curran Creek, 110.7 feet to intersection with
line 4-1 Burvey No. 304A., 130.9 feet to
intersection with line 1-2 of Henderson Lode
survey No. 302, 213.1 feet to intersection with
line 4-1 of survey No. 302, 287 feet, to
intersection with Curran Creek, 292.4 feet to
intersection with line 1-2 of survey No. 304A.,
300 feet to corner No. 1 the place of
beginning. 10.27 acres

Emmo Lode Roadside Rest '
.J. 42 N., R. 8 W., Protraction -24B, dated

May.5, 1965.
Sec. 11: SE description by metes and

bounds as M.S. 20141.
BegInnifng at Corner No. 1 from which

U.S.M.M. Carbon Lake bears S. 170 59' E:

3927.45 feet; thence N:360 49' E. 317.3 feet to
intersection with line 5-8 of Snowflake
mineral survey No. 4508, 149748 feet to
intersection with line 5-8 of O.P.P. mineral
survey 6998, 1500 feet to comer No. 2 from
whence comer No. 8 of Snowflake mineral
survey No. 4507 bears S. 46 37' W., 1214.2
feet; thence N. 530 11' W., 92.92 feet to
intersection with line 7-8 of the O.P.P.
mineral survey 6998, 206.67 feet to
intersection with line 7-8 of Snowflake
mineral survey No. 4507, 600 feet to comer
No. 3, from whence comer No. 4 of
Swampangel mineral survey No. 15342 bears
S. 78' 42' 40" E., 545.22 feet; thence S. 36* 49'
W.. 112 feet to intersection with Unnamed
Creek, 820 feet to intersection with unnamed
creek, 1500 feet with comer No. 4; thence'S.
530 11' E., 560 feet to intersection with"
Silverton P.R., 600 feet to comer No. 1, the
place of beginning. 13.95 acres

2. Application C-15142 filed January
14, 1972 and published March 24, 1972 as
FR Doc 72-4500 and December 30, 1977
as FR Dec. 77-37175.

Sixth Principal Meridian-Gunnison National
'Forest

Rivers End Campground

T. 14 S., R 82 W.
Sec. 5: E 2NE 4SW , NWY SE ,.

N SW SEY4, except the portion
included in patented Mineral Survey

,8806.,

60 acres, -

3. Application C-15960 filed March 23,
1972 and published May 11, 1972 as FR
Dec. 72-7188 and August 21, 1978 as FR
Doc. 78-2330.

New Mexico Principal Meridian-Gunnison
National Forest

Williams Creek Campground

T. 42 N., R. 4 W.
Sec. 8: N NWY4, N 2 SVNWY4.

-120 acres.

Windy Point Overlook

T. 43 N., R. 3 W.
Sec. 18: East 10 chains of Lot 2,

NW SE4NW4, N SWYSE NW'A.
35 acres.

Hidden Valley Picnic Cround.

T. 44 N., R. 2 W.
'Sec. 30: WYNWY4NE , E/oNEANWI.A.
40 acres.

New Mexico Principal Meridian-Gunnison
and San Isabel National Forest

Alpine Tunnel Historic District

'T. 51 N., R. 5 E.
Sec. 22: S2SW h;

* Sec. 27: NW , N SWY4;
Sec. 28: NE , N gSE :
560 acres.

4. Application C-17416 filed December
5, 1972 and not published.

Sixth Principal Meridlon-Gunnlson National
Forest

Taylor Park Sewage Lagoon

T. 14 S., R. 82 W.
Beginning at a point from which Corner No.

9 of Mineral Survey No. 2090 bears S.
45015' E., 500 feet: thence, S. 57*00' E.,
1600 feel; thence, N. 33*00 ' E., 700 feet;
thence, N. 57°00 , W,, 1600 feet thence S,
33=00 ' W.. 700 feet to the point of
beginning.

25.7 acres.

The applicant agency has cancelled
the application in paragraphs one thru
four in their entirety.

5. Application C-16210 filed April 27,
1972 published June 21, 1972 FR Doe. 72-
9347 and January 5, 1978 FR Dec. 78-115.
New Mexico Principal Meridian.Grand Mesa
and Uncompahgre National Forest

Antone Springs Campground
T. 47 N., R. 12 W.

Sec. 15: EVzE SW ASW ,
W /2SE4SW4.

30 acres.

Sixth Principal Meridlan-Gunnison National
Forest

McClure Campground
T. 11 S., R. 89 W.

Sec. 2: S NW SW!4, SW SWA;
Sec. 3: SEYSE , Less 10 acres, more or

less, of State Highway 133 roadside'zono
previously withdrawn uder P.L.O. 4579,

90 acres.

The applicant agency has cancelled
the application in paragraph five Insofar
as it affects the lands described.

Therefore, in accordance with the
regulations contained in 43 CFR 2091.2-
5(b)(1), at 7:45 a.m. on December 1, 1980,
the lands described In paragraphs one
through five above will be relieved of
the segregative effect of the applications
and open to such forms of appropriation
as may by law be made of National
Forest land.

Any questions concerning these lands
should be addressed to the undersigned
at the Bureau of Land Managment,
Colorado State Office, Room 700,
Colorado State Bank Building, 1600
Broadway, Denver, CO 80202.
Robert D. Dinsmore,
Chief, Branch ofAdjudication
IFR Doe. 80-339M0 Filed 10-30-0. 8:45 aml

BILLING CODE 4310-84-M

Montrose District Advisory Cotincil
Meeting

Notice is hereby given in accordance
With 43 CFR Part 1780 that a meeting of
the Montrose District Advisory Council
will be held on December 10, 1980.,

The meeting will convene at 9:00 a,m,
in the conference room of the Bureau of

r
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Land Management office, Highway 550
South, Montrose, Colorado.

The agenda for this meeting will
include: (1) A discussion of the functions
of the Council; (2) Orientation to
Montrose District programs and issues;
and (3] Arrangements for the next
meeting.

The meeting is open to the public.
Interested persons may make oral
statements to the Council between 1:30
p.m. and 2:00 p.m. or file written
statements for the Council's
consideration. Anyone wishing to make
an oral statement must notify the
District Manager, Bureau of Land
Management, P.O. Box 1269, Montrose,
Colorado 81401, telephone 303--249-7791,
by close of business on December 3,
1980. Depending on the number of
persons wishing to make oral
statements, a time limit per person may
be established by the District Manager.

Summary minutes of the Council
meeting will be maintained at the
District Office and be available for
public inspection and reproduction
(during regular business hours) within 30
days following the meeting.
Marlyn V. Jones,
District Manager.
FR Do=. o- -43 Filed 10- 0-- M4 am]

BILUNG CODE 4310---M

National Park Service

Cape Cod National Seashore:
Off-Road Vehicle Use: Availability
of Management Analysis Alternatives;
Public Meetings
AGENCY: National Park Service, Interior.
ACTION: Notice of Availability of
Analysis of Management Alternatives
(including Environmental Assessment)
for Off-Road Vehicle Use and Notice of
Public Meetings.

SUMMARY: The National Park Service
has prepared an Analysis of
Management Alternatives (including
Environmental Assessment for Off-
Road Vehicle Use, Cape Cod National
Seashore. Massachusetts. This analysis
includes a description of past and
present off-road vehicle use within Cape
Cod National Seashore, several
alternatives for the management of off-
road vehicles on the dunes and beaches
of the Seashore, and an assessment of
the environmental impacts of each
alternative. With this Notice of Intent,
the National Park Service is seeking
comments on the Analysis of
Management Alternative and the
selection of a preferred alternative.
These comments will assist the National
Park Service in the preparation of

proposed regulations for off-road vehicle
use in Cape Cod National Seashore.
DATES: Written comments will be
accepted until January 2. 1981. Public
meetings will be held at 7:30 p.m. on
December 1,1980, at Faneuil Hall, in
Boston, Massachusetts, and at 7:30 p.m.
on December 2.1980, at the Salt Pond
Visitor Center, Cape Cod National
Seashore, Eastham, Massachusetts.
ADDRESSES: Comments should be
directed to: Superintendent, Cape Cod
National Seashore, South Wellfleet.
Massachusetts 02663. Copies of the
Analysis of Management Alternatives
may be obtained from the North Atlantic
Regional Office, 15 State Street, Boston.
Massachusetts 02109 or the
Superintendent's office. Cape Cod
National Seashore, South Wellfleet,
Massachusetts 0263.
Richard L Stanton,
RegionalDirector, North Atlantic Region.
[FR Doc. 4104M Filed 10--30; &4 am]
BILUNG CODE 4310-70-M

Delta Region Preservation
Commission; Meeting

Notice is hereby given In accordance
with the Federal Advisory Committee
Act that a meeting of the Delta Region
Preservation Commission will be held at
1:30 p.m. CST on November 12.1980, at
the Louisiana Department of Wildlife
and Fisheries Building, 400 Royal Street,
Room 220, New Orleans, Louisiana.

The Delta Region Preservation
Commission was established pursuant
to Pub. L. 95-265,'Section 907(a) to
advise the Secretary of the Interior in
the selection of sites for inclusion in
Jean Lafitte National Historical Park. in
the development and implementation of
a general management plan, and in the
development and implementation of a
comprehensive interpretive program of
the natural, historic, and cultural
resources of the Region.

Matters to be discussed at this
meeting include:

1. Workshop Session to review and
work on comments of the draft General
Management Plan.

The meeting will be open to the
public. However, facilities and space for
accommodating members of the public
are limited, and persons will be
accommodated on a first-come, first-
serve basis. Any member of the public
may file a written statement concerning
the matters to be discussed with the
Superintendent, Jean Lafitte National
Historical Park.

Persons wishing further information
concerning this meeting, or who wish to
submit written statements may contact
James Isenogle Superintendent, Jean

Lafitte National Historical Park. 400
Royal Street. Room 200, New Orleans,
Louisiana 70130, telephone area code
504 589-3882. Minutes of the meeting
will be available for public inspection
four weeks after the meeting at the
office of Jean Lafitte National Historical
Park.

Dated. October 24.1980.
Earl A. Hassebrock,
Acting Regional Director Southwest Region,
NationalParA Service.
[FR Doc>: 80-3404 Fled I 0-3o..8o: 854 aml

BILUING CODE 4310-,70,-U

J. Carver Harris DBA The Castillo
Shop; Intention to Negotiate
Concession Permit

Pursuant to the provisions of Section 5
of the Act of October 9. 1965, (79 Stat.
96; 16 U.S.C. 20). public notice is hereby
given that on or before December 1,
1980, the Department of the Interior,
through the Regional Director, Southeast

.Region, National Park Service, proposes
to negotiate a concession permit with J.
Carver Harris DBA The Castillo Shop,
authorizing him to continue to provide
an interpretive publications and
souvenir sales outlet for the public at
Castillo de San Marcos National
Monument. St. Augustine, Florida, for a
period of five (5) years from January 1,
1981, through December 31,1985.

An assessment of the environmental
impact of this proposed action has been
made and it has been determined that it
will not significantly affect the quality of
the environment, and that it is not a
major Federal action having a
significant impact on the environment
under the National Environmental Policy
Act of 196G. The environmental
assessment and finding of no significant
impact may be reviewed in the Office of
the Superintendent, Castillo de San
Marcos National Monument, 1 Castillo
Drive, St. Augustine, Florida 32084.

The foregoing concessioner has
performed his obligations to the
satisfaction of the Secretary under an
existing permit which expires by
limitation of time on December 31,1980,
and therefore, pursuant to the Act of
October 9,1965, as cited above, is
entitled to be given preference in the
renewal of the permit and in the
negotiation of a new permit. This
provision, in effect, grants J. Carver
Harris, as the present satisfactory
concessioner, the right to meet the terms
of responsive proposals for the proposed
new permit and a preference in the
award of the permit, if, thereafter, the
proposal of J. Carver Harris is
substantially equal to others received. In
the event a responsive proposal superior
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to that of J. Carver Harris (as
determined by the Secretary) is
submitted, J. Carver Harris will be given
the opportunity to meet the terms and
conditions of the superior proposal the
Secretary considers desirable, and, if it
does so, the new permit will be
negotiated with J. Carver Harris. The
Secretary will consider and evaluate all
proposals received as a result of this
notice.

Any proposal, including that of the
existing concessioner, must be
postmarked or hand delivered on or
before the thirtieth (30th) day following'
publication of this notice to be
considered and evaluated.

Interested parties should contact the
Superintendent, Castillo de San Marcos,
1 Castillo Drive, St. Augustine, Florida
32084 for information as to the
requirements of the proposed permit.

Dated: September 24, 1980.
Joe Brown,
Regional Director, Southeast Region. "
[FR Doe. 80-34047 Filed 10-30-80, 8:45 am]

eILUNG CODE 4310-70-M

Water and Power Resources Service

Amendatory Distribution System Loan
Repayment Contract Between the.
United States and the Kanawha Water
District; Availability of Proposed
Amendatory Contract for Public
Review and Comment

The Department of the Interior,
through the Water and Power Resources,
Service (Water and Power), intends to
execute 'an amendatory repayment.
contract with the Kanawha Water
District (District) which-4s located near
Willows, California. A proposed
amendatory contract has been prepared
by Water and Power and the District
pursuant to the Reclamation Act of June
17, 1902 (32 Stat. 388), as amended, and
the Distribution System Loans Act of
July 4, 1955 (69 Stat. 244), as amended.

The primary purpose of the proposed
contract is to provide for the payment of
interest on a portion of the distribution
system loan allocable to municipal and
industrial (M&I) service.

A second purpose of the amendatory
contract is to make the contract
executed in 1972 consistent with Pub. L.
92-487. That law, enacted October 13,
1972, eliminated the need for
transferring title of property needed for
construction to the United States;
Standard articles that *are now required,
or have been modified subsequent to the
execution of the.original contract in
1972, have also been included in the
proposed amendatory contract.

Following publication of this notice,
th6 proposed-amendatory contract will
be available for public review and the
receipt of written comments for a 30-day
period. A copy of the proposed contract
may be obtained by writing the Regional
Director, Water and Power Resources
Service, 2800 Cottage Way, Sacramento,
California 95825, or by calling Ms. Cindy -
Cowden at (916) 484-4540. Public
meetings may be held if comments on
the proposed contract indicate there is
need for clarification or resolution of
issues arising during the comment
period. Advance notice of such meetings
will be provided to parties indicating
their interest by written request.

All written correspondence
concerning the proposed contract will be
made available to the public pursuant to
the terms and conditi6ns of the Freedom
of Information Act (80 Stat. 388), as
amended.

Dated: October 24,1980.
Aldon D. Nielsen, /

Acting Assistant Commissioner of Water and
Power Resources.
[FR Do. 80-33881 Filed 10-30-0,:45 aml
BILWNG CODE 4310-09-M

'INTERSTATE COMMERCE-

COMMISSION

[Volume No. 363]

Motor Carriers; Permanent Authority
Decisions; Decision-Notice
'Decided: October 15, 1980.

The following afplications* filed on or
after March 1, 1979, are gdverned by
Special Rule 247 of the Commission's
Rules QfPractice (49 CFR 1100.247).
These rules provide, among other things,.
that a petition for intervention, either in
support of or in opposition to the
granting of an application, must be filed
with the Commission within 30 days
after the date notice of the application is
published in the Federal Register.
Protests (such as were allowed to filings
prior to March 1., 1979) will be rejected.
A-petition for intervention without leave
must comply with Rule 247(k) which
requires petitioner to demonstrate that it
(1) holds operating authority permitting.
performance of any of the service which
'the applicant seeks authority to perform,
(2) has the necessary equipment and
facilities for performing that service, and

.(3) has performed service within the
scope of the application either (a) for
those supporting the application, or, (b)
where the service is not limited to the
facilities of particular shippers, from and
to, or between, any of the involved
points.,

Persons unable to intervene under
Rule 247(k) may file a petition for leave
to intervene under Rule 247(1) setting
forth the specific grounds upon which it
is made, including a detailed statement
of petitioner's interest, the particular
facts, matters, and things relied upon,
including the extent, if any, to which
petitioner (a) has solicited the traffic or
business of those supporting the
application, or, (b) where the identity of
those supporting the application Is not
included in thepublished application
notice, has solicited traffic or business
identical to any part of that sought by
applicant within the affected
marketplace. The Commission will also
consider (a) the nature and extent of the
property, financial, .or other interest of
the petitioner, (b) the effect of the
decision which may be tendered upon
petitioner's interest, (c) the availability
of other means by which the petitioner's
interest might be protected, (d) the
extent to which petitioner's interest will
be represented by other partibs, (a) the
extent to which petitioner's participation
may reasonably be epected to assist in
the development of a sound record, and
(f) the extent to which participation by
the petitioner would broaden the issues
or delay the proceeding.

Petitions not in reasonable
compliance with the requirements of the
rule may be rejected. An original and
one copy of the petition-to intervene
shall be filed with the Commision
indicating the specific rule under which
the petition to intervene is being filed,
and a copy shall be served concurrently
upon applicant's representative, or upon
applicant if no representative is named.

Section 247(f) provides, in part, that
an applicant which does not intend to
timely prosecute its application shall
promptly request that it be dismissed,
and that failure to prosecute an
application under the procedures of the
Commission will result in its dismissal,

If an applicant has introduced rates as
an issue it is noted. Upon request, an
applicant must provide a copy of the
tentativerate schedule to any
protestant.

Further processing steps will be by
Commission notice, decision, or letter
which will be served on each party of
record. Broadening amendments will not
be accepted after the date of this
publication.

Any authority granted may reflect
administrative acceptable restrictive
amendments to the service proposed
below. Some of the applications may
have been modified to conform to the
Commission's policy of simplifying
grants of operating authority.
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Findings

With the exception of those
applications involving duly noted
problems (e.gs., unresolved common
control, unresolved fitness questions,
and jurisdictional problems; we find,
preliminarily, that each common carrier
applicant has demonstrated that its
proposed service is required by the
present and future public convenience
and necessity, and that each contract
carrier applicant qualifies as a contract
carrier and its proposed contract carrier
service will be consistent with the
public interest and the transportation
policy of 49 U.S.C. § 10101. Each
applicant is fit, willing, and able
properly to perform the service proposed
and to conform to the requirements of
Title 49, Subtitle IV, United States Code,
and the Commission's regulation. Except
where specifically noted, this decision is
neither a major Federal action
significantly affecting the quality of the
human environment nor a major
regulatory action under the Energy
Policy and Conservation Act of 1975.

In those proceedings containing a
statement or note that dual operations
are or may be involved we find,
preliminarily and in the absence of the
issue being raised by a petitioner, that
the proposed dual operations are
consistent with the public interest and
the transportation policy of 49 U.S.C.
§ 10101 subject to the right of the
Commission, which is expressly
reserved, to impose such terms,
conditions or limitations as it finds
necessary to insure that applicant's
operations shall conform to the
provisions of 49 U.S.C. § 10930(a)
[formerly section 210 of the Interstate
Commerce Act.]

In the absence of legally sufficient
petitions for intervention, filed on or
before December 1, 1980 (or, if the
application later becomes unopposed],
appropriate authority will be issued to
each applicant (except those with duly
noted problems] upon compliance with
certain requirements which will be set
forth in a notification of effectiveness of
the decision-notice. To the extent that
the authority sought below may
duplicate an applicant's other authority,
such duplication shall be construed as
conferring only a single operating right.

Applicants must comply with all
specific conditions set forth in the
following decision-notices on or before
December 1, 1980, or the application
shall stand denied.

By the Commission. Review Board Number
2, Members: Chandler, Eaton, and Liberman.
Agatha L Mergenovich.
Secretar.3

Note.-Ail applications are for authority to
operate as a common carrier, by motor
vehicle, in interstate or foreign commerce.
over irregular routes, except as otherwise
noted.

MC 105566 (Sub-223F). filed May 13.
1980, previously noticed in the Federal
Register issue of July 17.1980, and
republished this issue. Applicant: SAM
TANKSLEY TRUCKING, INC., P.O. Box
1120, Cape Girardeau, MO 63701.
Representative: Thomas F. Kilroy, Suite
406. Executive Bldg.. 6901 Old Keene
Mill Rd., Springfield. VA 22150.
Transporting acids, adhesives,
adjusters, alcohols (except alcoholic
liquors), tanners'bate, cleaninq,
scouring and washing compounds, fuel
oil, pesticides, water clarifyinq
compounds, deodorants, disinfectants,
tanners' depilato,; tanning extracts,
feeds, feed supplements, paints,
plasticizers, soh'ents, petroleum
products, plastics (other than
expanded), plastic or rubber articles,
sizing, acid sludge, and textile softeners
(except in bulk), from the facilities of
Rohm and Haas Company, at (a) Los
Angeles and Hayward, CA, (b) Calumet
City, Morton Grove, and Niles, IL. (c)
Louisville, KY. (d) Bristol. Croydon, and
Philadelphia, PA, (e) Knoxville, TN, and
(0f Dallas and Houston, TX. to points in
AL, AR, CT, DE, IA. KS, LA. MD. MA,
MS, MO. NE, NJ, NM. NY, NC, ND. OK,
PA, SD, VA, WV, and WY. Note: The
purpose of this republication is to
correct the commodity description.
[FR Dc- 90-3 )9 Filed Io-Xi0 t5 a ]
BILLING COOE 7035-01-3

(Volume No. OP1-058]

Motor Carrier;, Permanent Authority

Decisions; Decision-Notice

Decided: October 24, 1980.

The following applications, filed on or
after July 3, 1980, are governed by
Special Rule 247 of the Commission's
Rules of Practice, see 49 CFR 1100.247.
Special rule 247 was published in the
Federal Register of July 3,1980, at 45 FR
45539.

Persons wishing to oppose an
application must follow the rules under
49 CFR 1100.247(B). A copy of any
application, together with applicant's
supporting evidence, can be obtained
from any applicant upon request and
payment to applicant of $10.00.

Amendments to the request for
authority are not allowed. Some of the
applications may have been modified

prior to publication to conform to the
Commission's policy of simplifying
grants of operating authority.

Findings
With the exception of those

applications involving duly noted
problems (e.g., unresolved common
control, fitness, water carrier dual
operations, or jurisdictional questions)
we find. preliminarily, that each
applicant has demonstrated its proposed
service warrants a grant of the
application under the governing section
of the Interstate Commerce Act. Each
applicant is fit, willing, and able to
perform the service proposed, and to
conform to the requirements of Title 49,
Subtitle IV, United States Code, and the
Commission's regulations. Except where
noted, this decision is neither a major
Federal action significantly affecting the
quality of the human environment nor a
major regulatory action under the
Energy Policy and Conservation Act of
1975.

In the absence of legally sufficient
protests in the form of verified
statements filed on or before December
15,1980 (or, if the application later
becomes unopposed) appropriate
authority will be issued to each
applicant (except those with duly noted
problems) upon compliance with certain
requirements which will be set forth in a
notice that the decision-notice is
effective. Qn or before December 30,
1980 an applicant may file a verified
statement in rebuttal to any statement in
opposition.

To the extent that any of the authority
granted may duplicate an applicant's
other authority, the duplication shall be
construed as conferring only a single
operating right.

By the Commission. Review Board Number
3. Members Parker, Fortier and Hill. Member
Hill not participating.
Agatha L Mergenorich,
Secretary.

Note.-All applications are for authority to
operate as a motor common carrier in
Interstate or foreign commerce over irregular
routes, unless noted otherwise. Applications
for motor contract carrier authority are those
where service is for a named shipper "under
contract".

MC 95920 (Sub-68F), filed October 3,
1980. Applicant: SANTRY TRUCKING
CO., a Corporation, 10505 N.E. 2nd Ave.,
Portland, OR 97211. Representative:
George R. LaBissoniere, 15 S. Grady
Way, Suite 233, Renton, WA 98055.
Transporting general commodities
(except those of unusual value, classes
A and B explosives, household goods as
defined by the Commission,
commodities in bulk, and those requiring
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special equipment), between poin
the U.S., under continuing contrac
with Western States Shippers
Association, Inc., of Portland, OR

IFR Doc. 80-33957 lied 10,0-w. &45 am]

BILLING CODE 7035-01-M

Intent To Engage in Compensat
Intercorporate Hauling Operatio

This is to provide notice as req
by 49 U.S.C. 10524(b)(1) that the n
corporations intend to provide or
compensated intercorporate haul
operations as authorized in 49 U.[
10524(b).

1. Parent corporation and addr
principal office: Armstrong World
Industries, Inc., P.O. Box 3001,
Lancaster, PA 17604.

2. Wholly-owned subsidiaries
will participate in the operations
address of their respective princi
offices:
a. Armstrong World Industries C

Ltd., P.O. Box 919. Station "A!,
Montreal, Quebec H3C 2W2 C

b. E&B Carpet Mills, Inc., P.O. BO
Arlington, TX 76010.

c. Empire Carpet Corporation, P.(
3000, Teterboro, NJ 07608.

d. GLD Wholesale, Inc., O'Hare I
Office Plaza, 2350 East Devon
Des Plaines, IL 60018.

e. Pacific World Wholesale, Inc.,
Clawiter Road, Hayward, CA

f. Thomasville Furniture Industri
P.O. Box 339, Thomasville, NC

1. Parent corporation and addi
principal office: Bird & Son, Inc.,
Washington Street, EastWalpol
Massachusetts 02032.

2. Wholly-owned subsidiary v
will participate in the operations
address of their respective princ
office: Bird Machine Company,]
Neponset Street, South Walpole
Massachusetts 02071.

1. Parent Corporation. The Co
Company, Inc., 250 N. St. Franci
Wichita, Kansas 67201.
(A) Coast Catamaran Corp., 492

Oceanside Blvd., P.O.Box 10
Oceanside, California.

(B) O'Brien International Inc., '
91st St., Redmond, Washingtc

(C) The Canadian Coleman Cor
Limited, 700 Kipling Avenue,
Canada M8Z5V6. -

(D) Coleman International Sale
2111 E. 37th St. N., Wichita, k
1. Porent corporation and ad

its principal office: Colt Industr
430 Park Avenue, New York, l

2. Wholly-owned subsidiarie
will participate in the operation
addresses of their respective pr
offices:

ts in Central Moloney, Inc, 430 Park Avenue,
t(s) New York, NY 10022.

Colt Industries Operating Corp, 430 Park
Avenue, New York, NY 10022.

Crucible Inc, 430 Park Avenue, New
York, NY 10022.

Garlock Inc, 430 Park Avenue, New
York, NY 10022.

ed Mefiasco Inc, 805 South San Fernando

ns Blvd., Burbank, CA 91510.
Stemco Inc., P.O. Box 1989, Industrial

aired Blvd., Longview, TX 75601.

to use 1. Parent corporation and a'ddress of
to, ue its principal office: Exxon Corporation,

S.C. 1251 Avenue of Americas, New York,
New York 10020. d

ess of 2. Wholly-owned subsidiaries which
d will participate in the operations, and

address of their respective principal
offices:

which (a) Reliance Electric Company, 29325
and Chagrin Boulevard, Post Office Box
pal 22280. Cleveland, Ohio 44122.

(b) Lorain Products Corporation, 1122 F

anada Street, Lorain, Ohio 44052.
(c) Lorain Telecommunications

anada. Electronics Company, Herring Road,

*x 1288, Post Office Box 2008, Newnan,
Georgia 30264.

0. Box (d).Lorain Services, 1122 F Street,
Lorain, Ohio 44052.

Lake (e) Reliance Telecommunications
Avenue, Electronics Company, 2100 Reliance

Parkway, Post Office Box 919,
25811 . Bedford, Texas 76021.

94545. (f) PEC Industries Inc., 5780 Carrier
es, Inc., Drive, Orlando, Florida 32809.
27360. (g) Osborn Machine Conipany, 222

iess of South Jared Street, Dubois,
Pennsylvania 15801.

e, (h) Reliable Electric Company, 11333
Addison Street, Franklin Park, Illinois

#hich 60131.
s, and (i) Lordel Manufacturing Company, 1107
ipal South Mountain Avenue, Monrovia,
nc., California 91016.

f,) Relco Trading Company, 11333
Addiso nStreet, Franklin Park, Illinois

leman 60131.
s. tk) Kato Engineering Company, 1415

First Avenue N., Mankato, Minnesota
5 56001.
08, (1) Kato Enginedring International Inc.,

1415 First Avenue N., Mankato,
4615 N.E. Minnesota 56001.
on 98052. (in) Reliance Electric Export Company,
npany "777 Beta Drive, Mayfield Heights,
Toronto, Ohio 44143.

(n) Power Manufacturing Company,
s, Inc., 29325 Chagrin Boulevard, Cleveland,
ansas. Ohio 44122.

Iress of (o) Hayden Electic Service Center, 770

ies Inc, Evans Road, Iveson, Arizona 85713.
'"10022. ' (p) Tree Electric Service Company, 1020
s which South Lipan Street, Denver, Colorado.

is, and (q) Federal Pacific Electric Coripany,
rincipal 150 Avenue L, Newark, New Jersey

07101.

. 1. Parent corporation and address of
principal office: Facet Enterpises. Inc.,
7030 South Yale Avenue, Tulsa,
Oklahoma 74177.

z. Wholly-owned subsidiaries which
will participate in the operations, and
addresses of their respective principal
offices. (a) Campbell Filter Company,
5310 East 31 Street, Suite 1100, Tulsa,
Oklahoma 74101.

(1) Parent corporation and address of
principal office: Ruddick Corporation,
2000 First Union Plaza, Charlotte, North
Carolina 28282.

(2) Wholly-owned subsidiaries which
will participate in the operations and
address of their respective principal
offices:

(a) American & Efird Mills, Inc., 22
American Street, Mt. Holly, North
Carolina 28120.

(b) Harris-Teeter Super Markets, Inc.,
4017 Chesapeake Drive, Charlotte,
North Carolina 28233.

(c) Jordan Business Forms, Inc.,
Interstate Highway 85 at Sam Wilson
Road, Charlotte, North Carolina 28208,

1. Parent Corporation and address of
Principal Office: NAPCO Industries, Inc.,
1600 South Second Street, Hopkins.
Minnesota.

2. Wholly-owned subsidiaries which
will participate in the operations and
address of their respective principal
offices:
Mass Merchandisers, Inc., P.O. Box 790,

Harrison, Arkansas 72601.
Banner Wholesalers Inc., Company,

700-106th Street, Arlington, Texas
76010.

Kitchenaides Inc., Box 50999, New
Orleans, Louisiana 70150.

1. Parent corporation: National
Distillers and Chemical Corp., 99 Park
Avenue, New York, New York 10010.

2. Wholly-owned subsidiaries:

(a] U.S. Industrial Chemicals Company,
99 Park Avenue,.New York, New York
10016.

(b) Emery Industries, Inc., 1300 Carew
Towers, Cincinnati, Ohio 45202.

(c) Holland House Brands, Inc., 1125
Pleasant View Terrace, Ridgefield,
New Jersey 07657.

(d) Almaden Vineyards, Inc., 1530
Blossom Hill Road, San Jose-
California 95118.
(A) The parent corporation and

address of the principal office: Raytheon
Company, 141 Spring Street, Lexington,
Massachusetts 02173.

(B) Wholly owned subsidiaries which
will participate in the operations and
address of principal offices:

(1) Amana Refrigeration, Inc., Amana,
Iowa 52204.
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(2) The Badger Company, Inc., One
Broadway, Cambridge, Massachusetts
02142.

(3) Beech Aircraft Corporation, 9709 East
Central Street, Wichita, Kansas 67201.

(4) Iowa Manufacturing Company, 916
Sixteenth Street Northeast, Cedar
Rapids, Iowa 52402.

(4.1) Division of Iowa Manufacturing
Company, El-Jay, 86470 Franklin
Boulevard, Eugene, Oregon 97405.

(5] The Kuras-Alterman Corporation,
1578 Route 23, Wayne, New Jersey
07470.

(6) Lexitron Corporation, 9700 Desoto
Avenue, Chatsworth, California 91311.

(7) The Machlett Laboratories, Inc., 1063
Hope Street, Stamford, Connecticut
06907.

(8] Modern Maid Company, P.O. Box
1111, Chattanooga, Tennesee 37401.

(9) Raytheon Gulf Systems Company,
Hartwell Road, Bedford,
Massachusetts 01730.

(10) Raytheon Middle East Systems
Company, Hartwell Road, Bedford,
Massachusetts 01730.

(11) Raytheon Semiconductor
International Company, 350 Ellis
Street, Mountain View, California
94042.

(12) Raytheon Service Company, 2
Wayside Road, Burlington,
Massachusetts 01803.

(13) Raytheon Marine Sales and Service
Company, Sorenson Company, 676
Island Pond Road, Manchester, New
Hampshire 03103.

(14) Raytheon Subsidiary Support
Company, Inc., Hartwell Road,
Bedford, Massachusetts 01730.

(15) Sedco Systems, Inc., 65 Marcus
Drive, Melville, Long Island, New
York 11747.

(16) Seismograph Service Corporation,
6200 East Forty First Street, Tulsa,
Oklahoma 74102.

(17) Speed Queen Company, Shepard
and Hall Streets, Ripon, Wisconsin
54971.

(18] Swithcraft, Inc., 5555 North Elston
Avenue, Chicago, Illinois 60630.

(19) United Engineers and Constructors,
Inc., 30 South Seventeenth Street,
Philadelphia, Pennsylvania 19101.
(C) Divisions and Operations of

Raytheon Company:
(1] Caloric Corporation, Topton,

Pennsylvania 19562.
(1.1) Operation of Caloric Corporation:

Glenwood Range Company, 435 Park
Avenue, Delaware, Ohio 43015.

(2) Raytheon Data Systems Company,
1415 Boston Providence Turnpike,
Norwood, Massachusetts 02062.

(3] D. C. Heath and Company. 2700
North Richardt Avenue, Indianapolis,
Indiana 46219.

(4) Electromagnetic Systems Division.
6380 Hollister Avenue, Goleta (Santa
Barbara), California 93017.

(5) Equipment Division, 20 Seyon Street,
Waltham, Massachusetts 02154.

(6) Microwave and Power Tube
Division, Foundry Avenue, Waltham,
Massachusetts 02154.

(6.1) Operations of Microwave and
Power Tube Division:
(a) Atnrad, 2020 North Janice Avenue,

Melrose Park, Illinois 60160.
(b) Grafix, 2257 Saw Mill River Road,

Elmsford, New York 10523.
Cc) Plastic Molded Products Company,

4300 West Bryn Mawr, Chicago,
Illinois 60646.

(d) Raytheon Filmamatic, 1120 Federal
Road, Brookfield. Connecticut
06804.

(e) Raytheon Medical Imaging, 75
Camp Avenue, Stamford,
Connecticut 00007.

(f) Raytheon Nuclear Diagnostics, 70
Ryan Street, Stamford, Connecticut
06907.

(7) Missile Systems Division, Hartwell
Road, Bedford, Massachusetts 01730.

(8) Semiconductor Division, 350 Ellis
Street, Mountain View, California
94042.

(9) Submarine Signal Division, West
Main Road, Portsmouth, Rhode Island
02871.
1. Parent corporation and address of

principal office: Steelcase Inc., 1120 36th
Street, S.E., Grand Rapids, MI 49501.

2. Wholly-owned subsidiaries which
will participate in the operations, and
address of their respective principal
offices:

(a) Attwood Corporation, Lowell, MI
49331.

(b) Vecta Contract, Inc., Grand Prairie,
TX 75051.

1. Parent corporation: Townhouse
Penthouse Industries Inc., 7901 Michigan
Ave., St. Louis, Missouri 63111.

2. Wholly owned subsidiaries which
will participate.

(a) Town House Furn. Ltd. 7901
Michigan Ave. St. Louis, Mo. 63111

(b) Penthouse Furn. Ltd. 2015
Battlefield Rd. Springfield, Mo. 65807

(c) Brittany Furn. Ind. W. Hospital Rd.
Paoli, Ind. 47454

(d) Penthouse Amory Ltd. Puckett
Drive, Amory. Miss. 38821

(e) Jordan Furn. Ind. Jordan Drive,
Booneville. Miss. 38829

I affirm that Townhouse Penthouse
Industries is a corporation which
directly or indirectly owns 100 percent
interest in the subsidiaries participating
in compensated intercorporate hauling
under U.S.C. 49 1054(b), listed in the
attached notice.

1. Parent corporation and address of
principal office: Union Camp
Corporation. 1600 Valley Road, Wayne,
New Jersey 07470.

2. Wholly-owned subsidiaries which
will participate in the operations, and
address of their respective principal
offices:
Moore Handley, Highway 31 South, P.O.

Box 2607. Birmingham, Alabama
35202.

Allied Container Corporation, 1 Allied
Drive, Dedham, Massachuetts 02026.
1. Parent Corporation and address of

principal office: Westinghouse Electric
Corporation, Westinghouse Building-
Gateway Center, Pittsburgh,
Pennsylvania 15222.

2. Wholly-owned subsidiaries which
will participate in the operations, and
addresses of their respective principal
offices:
(a) Aires Centralis Westinghouse, Inc.,

Reparto Industrial, Calle La Playa,
Santa Isabel. Puerto Rico 00757.

(b) Ampgard Products, Inc., P.O. Box
336, Plant Rd. 854, Kn 4.3, Toa Baja,
Puerto Rico 00759.-

(c) Ascensores Westinghouse, Inc.,
Reparto Industrial. Calle La Playa,
P.O. Box 726, Santa Isabel, Puerto
Rico 00757.

(d) Associated Beverage Company, Inc.,
3220 East 26th Street,
Vernon,Califormia 90023.

(e) Bryloc, Inc., P.O. Box IW, Road #725,
Km 0.4, Bo. Llanso Aibonito, Puerto,
Rico 00609.

(1) Bryco, Inc., P.O. Box IW, Road '725,
Km 0.4, Bo. Llanso Aibonito, Puerto
Rico 00609.

(g) Computer and Instrumentation de
Puerto Rico, Inc., P.O. Box IW, Road
#725, Kin 0.4. Bo. Llanos Aibonito,
Puerto Rico 00609.

(h) Componentes de Iluminacion. S.A. de
C.V., c/o Lighting Divisions,
Westinghouse Electric Corporation,
7145 Industrial Avenue, El Paso,
Texas 79915.

(i) Componentes Electricos de Lamparas
S.A. de C.V., co Lamp Divisions,
Westinghouse Electric Corporation,
Surety Tower, Suite 504, 6044
Gateway East El Paso, Texas 79905.

(j) Componentes Motrices, Inc., P.O. Box
112, Gurabo, Puerto Rico 00658.

(k) Coral Ridge Properties, Inc., ,300
University Drive, Coral Springs,
Florida 330M5.

(I) Broken Woods Golf & Racquet Club,
Inc., 3300 University Drive, Coral
Springs, Florida 33065.

(in) Coral Highlands Association, Inc.,
3300 University Drive, Coral Springs,
Florida 33065.

(n) Coral Ridge-Collier Properties, Inc.,
3300 University Drive, Coral Springs,
Florida 33085.
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(o) Coral Ridge Construction
Management Corp., 3300 University
Drive,-Coral Springs, Florida 33065.

(p) Coral Ridge Realty Corporation, 3300
University Drive, Coral Springs,
Florida 33065.

(q) Coral Springs Golf & Tennis Club,
Inc., 3300 University Drive, Cbral
Springs, Florida 33065.

(r) Coral Springs Realty, Inc., 3300
Universily Drive, Coral Springs,
Florida 33065.

(s) Curacao Properties, N.V., 3300
University Drive, Coral Springs,
Florida 33065.

(t) Florida National Properties, Inc., 3300
University Drive, Coral Springs,
Florida 33065.

(u) Earthmoving & Excavation Company,
3300 University Drive, Coral Springs,
Florida 33065.

(v) Highland General Corporation, 3300
University Drive, Coral Springs,
Florida 33065.

(w) New Community Development
Group Corporation, 3300 University
Drive, Coral Springs, Florida 33065.

(x) Ocean Mile Association, Inc., 3300
University Drive, Coral Springs,
Florida 33065.

(y) Realty Management Corporation,
3300 University Drive, Coral Springs,
Florida 33065.

(z) Royal Continental Hotels
Corporation, 3300 University Drive,
Coral Springs, Florida 33065.

(aa) Electric Arc, Inc., 4 Saddle Road,
Cedar Knolls, New Jersey 07927.

(bb) Electrical Specialty Products Co.,
- P.O. Box 21, Highway 25 South,

Montevallo, Alabama 35115.
(cc) Fusibles Westinghouse- de Puerto

Rico, Inc., P.O. Bbx F, Road 992, Km
0.4, Luquillo, Puerto Rico 00673.

(dd) Gangloff Corporation, 4 Saddle
Road, Cedar Knolls, New Jersey 07927.

fee) General Control, Inc., P.O, Box 336,
Plant Road 854, Km 4.3. Toa Bala,
Puerto Rico 00759. -.

(ff) Half Moon Bay Properties, Inc., P.O.
Box 38, 725 Main Street, Half Moon
Bay, California 94p19. -

(gg) Half Moon Bay Construction, Inc.,
P.O. Box 38, 725 Main Street, Half
Moon Bay, California 94019. -

(hh) Half Moon Bay Lodge, Inc., P.O.
Box 38, 725 Main Street, Half Moon
Bay, California 94019.

(ii) Half Moon Bay Realty, Inc., P.O. Box
38, 725 Main Street, Half Moon Bay.
California 94019.

(jj) Diamond point Development
Corporation, Inc., P.O. Box 38, 725
Main Street, Half Moon Bay,
California 94019.

(kk) Northwestern Foods, Inc., P.O. Box
38, 725 Main Street, Half Moon Bay,
California 94019.

(11) Resources Design, Inc., P.O. Box 38,
725 Main Street, Half Moon Bay,
California 94019.

(mm) Hub Electric Company, Inc., 940
Industrial Drive, Elmhurst, Illinois
60126.

(nn) ICO de Puerto Rico, Inc., P.O. Box
889, Road 103, Kom 7.4, Indtistrial Park,
Fomento Street, Cabo Rojo, Puerto
Rico 00623.

(oo] IV Manufacturing, Inc., P.O. Box
889, Road 103, Km 7.4, Industrial Park,
Fomento Street, Cabo Rojo, Puerto
Rico 00623.'

,(pp) Ideal School Supply Company,
11000 S. Lavergne Avenue, Oak Lawn,
Illinois 60453.

(qq) Educational Products, Inc., 11000 S.
Lavergne Avenue, Oak Lawn, Illinois
60453.

(rr) Interruptores, Inc., P.O. Box 336,
Plant Road 854, Kin 4.3, Tea Baja,
Puerto Rico 00759.

(se) Kentucky Lamp Company, 2727
Kentronics Drive. Owensboro,
Kentucky 42301.

(tt).LWW, Inc., Washington & Lincoln
Streets, Building #S-238-54, Cayey.
Puerto Rico 00633.

uu) Lamparas Electricas, Inc., Industrial
Avenue No. 8, P.O. Box 636, Cayey,
Puerto Rico 00633.

(vv) Longines-Wittnauer, Inc., P.O. Box
2b00, 145 Huguenot Street, New
Rochelle, New York 10802.

(ww) Credit Financial Corp., P.O. Box
2500,145.Huguenot Street, New
Rochelle, New York 10802.

-(xx) CreditServices, Inc., P.O. Box 2500,
145 Huguenot Street, New Rochelle,
New York 10802.

(yy) Stereo Dimensions, Inc., P.O. Box,
2500, 145 Huguenot Street, New
Rochelle,New York 10802.

(zzJ Luxaire, Inc., 875 Greentree Road,
Building 7, Sixth Floor, Pittsburgh.
Pennsylvania 15220.,

(aaa) Materiales Plasticos, Inc., P.O. Box-
7765, El Tuque Industrial Area, Ponce,
Puerto Rico 00731.

(bbb] Metal Working Systems, Inc.,
Address Unknown.

(ccc) Millar Elevator Industries, Inc., 501
West 42nd Stfeet, New York, New
York 10036.

(ddd) Minex de Westinghouse, Inc., P.O.
Bbx 524, Road 992, Km 0.4, Luquillo,
Puerto Rico 00673.

(eee) Motores Electricos de Juarez S.A.
de C.V., c/o Small Motor Division,
Westinghouse Electric Corporation.
7145 Industrial Avenue, El Paso,
Texas 79915.

(fff) Pormetco, Inc., Km 0.4, Route 701,
P.O. Box Ji, Salinas, Puerto Rico 00751.

fggg) Productos Circuitos de Puerto Rico,
Inc., c/o Computer & Instrumentation
Div., 1200 West Colonial Drive
Orlando, Florida 32804.

(hhh) Productos Electronicos, Inc.,
Building 7-600-62, P.R. Road #i

:Munoz Rivera #112, Santa Isabel,
Puerto Rico 00757.

(iii) Productos Motrices, Inc., P.O. Box
112, Gurabo, Puerto Rico 00058.

(jjj) Productos Westinghouse, Inc.,
Guanajibo Industrial Park D-Street,
Mayaguez, Puerto Rico 00708.

(kkk) Prorelco de Puerto Rico, Inc., Km
0.6, Route No. 701, P.O. Box 450,
Salinas, Puerto Rico 00751.

(111) Semiconductores Westinghouse,
Inc., P.O. Box 127, Carr No. 30, Km 6.0,
Barrio Rincon, Gurabo, Puerto Rico
00658.

(mmm) 7-Up Bottling Co., Inc., P.O. Box
38, Insular Road 174, Km 2.0, Minillas
Industrial Park, Ba~yamon, Puerto Rico
00619.

(nnn] Thermo King Caribbean, Inc., P.O.
Box 397, Ciales, Puerto Rico 00638.

(ooo) Thermo King Corporation, 314
West 90th St., Minneapolis, Minnesota
55420.

(ppp) Thermo King de Puerto Rico. Inc.,
P.O. Box H, Arecibo, Puerto Rico
00612.

(qqq) Transformadores, Inc., P.O. Box
127, Road 30, Km 6.0 Barrio Rincon,
Gurado, Puerto Rico 00658.

(rrr) Tubes Electronicos Westinghouse,
Inc., P.O. Box 127, Road 30, Km 6.0
Barrio Rincon, Gurado, Puerto Rico
00658.,

(sss) Western Zirconium, Inc., P.O. Box
3208, Ogden, Utah 84409.

(ttt) Westinghouse Broadcastihg
Company, Inc., 90 Park Avenue, New
York, New York 10010.

(uuu) Group W. Productions; Ie,, 90
Park Avenue, New York, New York
10016.

(vvv) W-F Productions, Inc., 90 Park
Avenue. New York, New York 10016,

(www Micro-Relay, Inc., 90 Park
Avenue, New York, New York 10010,

(xxx Radio Advertising
Representatives, Inc., g0 Park Avenue,
New York, New York 10016.

(yyy) Westinghouse Broadcasting
Company, Inc., 90 Park Avenue, New
York, New York 10016.

(zzz] PM Magazine Program Service,
Inc., 90 Park Avenue, New York, Now
York 10016,

(aaaa) Westinghouse Construction
International, Inc., c/o Westinghouse
Electric Corporation, Six Gateway
Center, Pittsburgh. PA 15222.

(bbbb) Westinghouse Controls, Inc., PO
Box 359, Road 14, Km 32.0. Coamo,
Puerto Rico 00640.

(cccc Breakers Incorporated, P.O. Box
359, Road 14, Km 32.0 Coamo, Puerto
Rico 00640.

(dddd) Westinghouse Corporation, Six
Gateway Center, Pittsburgh,"
Pennsylvania 15222,

(eeee) Westinghouse Hanford Company,
P.O. Box 1970, 1019 Columbia Drive,
Richland, Washington 99352.

(ffff) Westinghouse Learning -

'Corporation, Cost Building, 2400
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Ardmore Boulevard, Pittsburgh,
Pennsylvania 15221.

(gggg) Linguaphbne Institute, Inc., Cost
Building. 2400 Ardmore Boulevard,
Pittsburgh, Pennsylvania 15221.

(hhhh) Westinghouse Learning
Corporation (Indiana), Cost Building.
2400 Ardmore Boulevard. Pittsburgh.
Pennsylvania 15221.

(iiii) Westinghouse-Sturtevant de Puerto
Rico, Inc., Reparto Industrial Calle La
Playa-Box 726, Santa Isabel Puerto
Rico 00757.

(jjjj] Wyoming Mineral Corporation. P.O.
Box 3042, Penn Center Boulevard,
Pittsburgh, Pennsylvania 15230.

Agatha L Mergenovich,
Secretary.
JFR Doc. 80-.33M6 Fied 0-30-8 &46 ami

BILUNG CODE 7 ,S-1-M

Republications of Grants of Operating
Rights Authority Prior to Certification

The following grants of operating
rights authorities are republished by
order of the Commission to indicate a
broadened grant of authority over that
previously noticed in the Federal
Register.

An originil and one copy of a petition
for leave to intervene in the proceeding
must be filed with the Commission
within 30 days after the date of this
Federal Register notice. Such pleading
shall comply with Special Rule 247(e) of
the Commission's General Rule, of
Practice (49 CFR 1100.247) addressing
specifically the issue(s) indicated as the
purpose for republication, and including
copies of intervenor's conflicting
authorities and a concise statement of
intervenor's interest in the proceeding
setting forth in detail the precise manner
in which it has been prejudiced by lack
of notice of the authority granted. A
copy of the pleading shall be served
concurrently upon the carrier's
representative, or carrier if no
representative is named.

MC 88594 M2 F (Republication) Notice
of Filing of Petition to Modify
Certificate, filed April 25.1979,
published in the FR issue of September
25, 1979, and republished this issue.
Petitioner. CARLETON G. WHITAKER.
INC., Route 17 Exit 84. Town of Deposit,
NY 13754. Representative: Michael R.
Werner. 167 Fairfield Rd.. P.O. Box 1409.
Fairfield, NJ 07006. A Decision of the
Commission, Review Board Number 2,
decided April 28,1980, served May 16.
1980, finds that the present and future
public convenience and necessity
require modification of petitioner's
Certificate in MC 88594. issued June 22,
1980, and reissued April 23, 1980, to
operate as a common carrier, by motor
vehicle, in interstate or foreign

commerce, over irregular routes.
transporting (1) foodsturfs (except
commodities in bulk, in bulk, in tank
vehicles), in vehicles equipped with
mechanical refrigeration, and (21)
materials, equipment and supplies used
in the manufacture, sale, and
distribution of foodstuffs (except
commodities in bulk, in tank vehicles).
between points in New York (except
those in Cattaraugus. Chautauqua, Erie,
Genesee, Livingston, Monroe, Niagara,
Orleans. and Wyoming Counties. on the
one hand, and, on the other. New York.
NY, points in Nassau. Suffolk, and
Westchester Counties. NY, and points in
CT, MA. NJ, and RI; that petitioner is fit.
willing, and able properly to perform the
granted service and to conform to the
requirements of Title 49, Subtitle IV,
U.S. Code and the Commission's
regulations. The purpose of this
republication is to reflect petitioner's
actual grant of authority.

MC 128305 (Sub-96F), (Correction)
(Republication) filed September 7,1978,
published in the FR issues of November
2, 1978, and April 15, 1980 and
republished this issue. Applicant: BOYD
BROTHERS TRANSPORTATION CO.,
INC.. R.D. 1. Clayton, AL 36016.
Representative: George A. Olsen. P.O.
Box 357, Gladstone. NJ 07934. The
purpose of this republication is to
broaden the commodity description,

MC 138875 (Sub-122F), (Republication)
filed December 8, 1979, published in the
FR issue of April 61979, and
republished this issue. Applicant:
SHOEMAKER TRUCKING COMPANY,
a Corporation, 11900 Franklin Road.
Boise, ID 83705. Representative: F. L
Sigloh (same address as applicant). A
decision of the Commission, Review
Board Number 2, decided Febiuary 6.
190. ser% ed February 27. 1980. finds
that the present and future public
convenience and necessity require
operation by applicant as a common
carrier by motor vehicle, in interstate or
foreign commerce, over irregular routes,
transporting ptrolevn products (except
commodities in bulk), from the facilities
of Shell Oil Company in Multnomah
County. OR, to points in Malheur
County. OR. and those in Idaho in and
south of Adams, Valley, and Lembi
Counties; that applicant is fit, willing,
and able properly to perform the granted
service and to conform to the
requirements of Title 49, Subtitle IV,
U.S. Code, and the Commission's
regulations thereunder. The purpose of
this republication is to broaden the
territorial description by authorizing
service to points In Malheur County. OR.

MC 140024 (Sub-97F) (republication),
filed April 14, 1978. published in the

Federal Register issue of July 27,1978,
and republished this issue. Applicant: J.
B. MONTGOMERY, INC., 5565 East
52nd Ave., Commerce City, CO 80022.
Representative: John F. Decock (same
address as applicant). A Decision of the
Commission, Division 1. decided June
20. 1980, served June 27,1980 finds that
bperations by applicant, as a co.rmon
carrier, by motor vehicle, in interstate or
foreign commerce, over irregular roates.
transporting: meats, in vehicles
equipped with mechanical refrigeration.
(1) from New York, NY and
Philadelphia, PA. to points in IL IN KY.
MI. and OH; and (2) from Boston, MA.
and Mt. Airy. MD, to Chiagu. IL- th3t
applicant is fit, willing and abe properly
to perform the service proposed and to
conform to the requirements of the Act
and the Commission's rules and
regulations. The purpose of this
republication is to reflect applicant's
actual grant of authority.

MC 140024 (Sub-ll2F), (republication).
filed May 5,1978, previously noticed in
the Federal Register issues of June 6,
1978, August 10, 1978. and republished
this issue. Applicant: J. B.
MONTGOMERY, INC., 5565 East 52nd
Ave.. Commerre City, CO 80022.
Representative: John F. DeCock (samd
address as applicant). A Decision of the
Commission, Division 1. decided June
P0,1980, served June 27,1980, finds that
operations by applicant, as a common
carrier, by motor vehicle, in interstate or
foreign commerce over irregular routes.
transporting- (I(alfoodtaffs. (except in
bulk) and (b) a3ricultural commodities
otherwise exempt from economic
regulation under 49 USC 10526(a}{6]ijB},
when transported in mixed shipments
with the commodities in (1)(a) above, in
vehicles equipped with mechanical
refrigeration, from Philadelphia and
Kenneth Square, PA, to points in CA.
CO. LN. MO. N7E. and TX restricted to
the transportation of shipments having
an immediately prior movement bS
watEr that applicant is fit, willing and
able properly to perform the service
proposed and to conform to the
requirements of the Act and the
Commission's rules and regulations. The
purpose of this republication is to reflect
applicant's actual grant of authority.

By the Commission.
Agatha L Mergenovich.
Secretory.

BILUING CODE 7036-*1-M
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Agricultural Cooperatives; Notice to
the Commission of Intent To Perform
Interstate Transportation for Certain
Nonmembers

Dated: October 24, 1980.
The following Notices were filed in

accordance with section 10526(a)(5) of
the Interstate Commerce Act. These
rules provide that agricultural
cooperatives intending to perform
nonmember, nonexempt, interstate
transportation must file the Notice, Form
BPO 102, with the Commission- within 30
days of its annual meetings each year.
Any subsequent change concerning
officers, directors, and location of
transportation records shall require the
filing of a supplemental Noticd within 30
days of such change. The name and
address of the agricultural cooperative,
the location of the records, and the
name and address of the person to
whom inquiries and correspondence
should be addressed, are published here
for interested pesons. Submission of
information that could have bearing
upon the propriety of a filing should be
directed to the Commission's Bureau of
Investigations and Enforcement,
Washington, D.C. 20423. The Notices are
in a'central file, and can be examined at
the Office of the Secretary, Interstate
Commerce Commission, Washington,
D.C.
(1) Complete Legal Name Of Cooperative

Association Or Federation Of Cooperative
Associations: American Farmers
Cooperative.

Principal Mailing Address (Street No., City,
State, and Zip Code): 101 Hampton Road
East Crowley, TX 76036.

Where Are Records Of Your Motor
Transportation Maintained (Street, No.,
City, State and Zip Code): 101 Hampton
Road East Crowley, TX 76030.

Person To Whom Inquiries And
Correspondence Should Be Addressed
(Name and Mailing Addresi): Hamp
Scruggs, 101 Hampton Road East, Crowley,
TX 76036.

(2) Complete Legal Name Of Cooperative
Association Or Federation Of Coperative
Associations: American Southern Growers
Association, Inc.

Principal Mailing Address (Street No., City,
State, and Zip Code): 23 B Cooper Place,
Bronx, NY.

Where Are Records Of Your Motor
Transportation Maintained (Street, No.,
City, State and Zip Code): 23 B Cooper
Place, Bronx, NY. -

Person To Whom Inquiries And
Correspondence Should Be Addressed
(Name and Mailing Address): Arthur
Kaplan, 23 B Cooper Place, Bronx, NY.

(3) Complete Legal Name Of Cooperative
Association Or Federation Of Cooperative

-Associations: Farmers Marine
Transportation Cooperative.

Principal Mailing Address (Street No., City,
State, and Zip Code): Berth 201, Port of

Portland, P.O. Box 3471, Portland, OR
97208.

Where Are Records Of Your Motor
Transportation Maintained (Street[No.,
City, State and Zip Code): Berth 201, Port of
Portland-P.O. Box 3471, Portland, OR
97208.

Person To Whom Inquiries And
Correspondence Should Be Addressed
(Name and Mailing Address): James H.
Sander', P.O. Box 3471, Portland, OR 97208.

(4) Complete Legal Name Of Cooperative
Association Or Federation Of Cooperative
Associations: Friend/Amigo, Inc.

Principal Mailing Address (Street No., City,
State, and Zip Code): Calle Ignadio
Ramirez Ab. Yoll, Empalme Son, Mexico.

Where Are Records Of Your Mot6r
Transportation Maintained (Street No.,
City, State and Zip Code): Calle Ignacio
Ramirez Ab. Yoll, Empalme Sonora,
Mexico.

Person To Whom Inquiries And'
Correspondence Should Be Addressed
(Name and Mailing Address): Federico
Sanchez, Ab. Yoli, Kilom, #2, Empalme
Son, Mexico.

(5) Complete Legal Name Of Cooperative
Association Or Federation Of Cooperative
Associations: Growers Cooperative of
Nayarit, Inc.

Principal Mailing Address (Street No., City,
State, and Zip Code): Apartado Postal #1-
123, Mekicali, Baia California, Mexico.

Where Are Records Of Your Motor
Transportation Maintained (Street No.,
City, State, and Zip Code): Juarez #10,
Victoria de Cortazar, Guanajuato, Mexico

Person To Whom Inquiries And
Correspondence Should Be Addressed
(Name and Mailing Address): Carlos V.
Courtney, Juarez #101 Victoria de
Cortazar, Guanajuato, Mexico

(6) Complete Legal Name Of Cooperative
Association Or Federation Of Cooperative
Associations: International Farmers Union,
Inc.

Principal Mailing Address (Street No., City,
State, and Zip Code): Apdo Postal No. 329,
Nogales, Sonora, Mexico.

Where Are Records Of Your Motor
Transportation Maintained (Street No.,
City, State, and Zip Code): Apdo Postal No.
329, Nogales, Sonora, Mexico.

Person To Whom Inquiries And
Corespondence Should Be Addressed
(Name and Mailing Address): Alfonso
Cuevas, Apdo Postal No. 329, Nogales,
,Sonora, Mexico. 7

(7) Complete Legal Name Of Cooperative
Association Or Federation Of Cooperative
Associations: Sinaloa Growers and

'Producers, Inc.
Principal Mailing Address (Street No., City,

State, and Zip Code): Apartado Postal #1-
133, Mexicali B, CFA Mexico.

Where Are Records Of Your Motor
Transportation Maintained (Street No,,
City, State, and Zip Code): Kino 200
Interior. Magdalena Sonora, Mexico.

Person To Whom InquiriesAnd *
-Correspondence Should Be Addressed
(Name and Mailing Address): Manuel
Valenzuela A., Kino 200 Interior,
Magdalena Sonora, Mexico.

(8) Complete Legal Name Of Cooperative
Association Or Federation Of Cooperative

Associations: Veracruz Citrus Growers ard
Packers, Inc.

Principal Mailing Address (Street No,, City,
State, and Zip Code): Apartado Postal 1-

- 124, Mexicali BC Mexico.
Where Are Records Of Your Motor

Transportation Maintained (Street No.,
City, State, and Zip Code): Ave. Rio NiD
#1-39 Fraccionamlento Colinas Del Rio
Aguascalientes, AGS Mexico.

Person To Whom Inquiries And
Correspondence Should Be Addressed
(Name and Mailing Address): Humberto R.
Games, Ave. Rio Nile #1-39, Frac. Colinas
Del Rio, Aguascalientes AGS, Mex.

(9) Complete Legal Name Of Cooperative
Association Or Federation Of Cooperative
Associations: World Growers Alliance, Inc,

Principal Mailing Address (Street No., City,
State, and Zip Code): c/o Luls Gaxlola-
Calle 1 051, Col Nueva, Mexicali, B.C.
Mexico.

Where Are Records Of Your Motor
Transportation Maintained (Street No,,
City, State, and Zip Code): c/o Luls
Gaxiola-Calle 1 651, Col Nueva, Mexicall,
B.C. Mexico.

Person To Whom Inquiries And
Correspondence Should Be Addressed
(Name and Mailing Address): Refuglo
Rodriguez, 292 Naranjos St., Los Pines,
Mexicali. B.C., Mexico.

Agatha L Mergenovich,
Secretary. I
IFR Doc. 60-33955 Filed 10-30-W. 8:45 am]
BILUNG CODE 7035-01-M

[Docket No. AB.111 (Sub-No. 1F)]

Detroit, Toledo & Ironton Railroad
Co.-Abandonment-Between
Napoleon and Wauseon, OH; Findings

Notice is hereby given pursuant to 49
U.S.C. 10903 that by a decision entered
on March 31,1980, and the decision of
the Commission, Division 1, served
September 17,1980, adopted the
decision of the Administrative Law
Judge, which is administratively final,
stating that, the public convenience and
necessarity permit the abandonment by
the Detroit, Toledo and Ironton Railroad
Company of that portion of its line of
railroad from milepost 8.0 nearf
Napoleon, OH to the end of the line at
milepost 18.7 at Wauseon, OH, a ,
distance of 10.7 miles, subject to the
conditions for the protection of
employees discussed in Oregon Short
Line R. Co.-Abandonment-Goshen,
360 I.C.C. 91 (1979), and further subject
to the following additional conditions:
(1) Applicant shall continue in effect its
offer to sell track andright-of-way,
including quitclaim and release of
appurtenant easements, to Globe-Weis
System Company at a cost of $2.00 per
foot, (2) applicant shall effectuate a
suitable and adequate rail connection
between the facilities of Fulton-
Landmark, Inc. and Conrail In manner
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sufficient to assure alternative
uninterrupted rail service to the shipper.
and (3) applicant shall not sell, lease.
exchange, or otherwise dispose of the
right-of-way underlying the track,

,bridges, and all culverts on the line for a
period of 120 days from September 17.
1980 unless said property has first been
offered, upon reasonable terms to
responsible public authorities or other
responsible persons interested in
acquiring the property for public use. A
certificate of abandonment will be
issued to the Detroit, Toledo and Ironton
Railroad Company based on the above-
described findings on or before
December 1, 1980, unless on or before
November 17,1980. the Commission
further finds that:,

(1) A financially responsible person
(including a government entity) has
offered financial assistance (in the form
of a rail service continuation payment)
to enable the rail service involvea to be
continued. The offer must be filed with
the Commission and served
concurrently on the applicant, with
copies to Ms. Ellen Hanson, Room 5417,
Interstate Commerce Commission,
Washington, DC 20423, no later than
November 10, 1980:. and

(2) It ii likely that such proffered
assistance would:

(a) Cover the difference between the
revenues which are attributable to such
line of railroad and the avoidable cost of
providing rail freight service on such
line together with a reasonable return on
the value of such line, or

(b) cover the acquisition cost of all or
any portion of such line of railroad.

If the Commission so finds, the
issuance of a certificate of abandonment
will be postponed. An offer may request
the Commission to set conditions and
amount of compensation within 30 days
after an offer is made. If no agreement is
reached within 30 days of an offer, and
no request is made on the Commission
to set conditions or amount of
compensation, a certificate of
abandonment will be issued no later
than 50 days after this notice is
published. Upon notification to the
Commission of the execution of an
assistance or acquisition and operating
agreement, the Commission shall
postpone the issuance of such a
certificate for such period of time as
such an agreement (including any
extensions or modifications) is in effect.
Information and procedures regarding
the financial assistance for continued
rail service or the acquisition of the
involved rail line are contained in 49
U.S.C. 10905 (as amended by the
Staggers Rail Act of 1980. Pub. L 96-448,
effective October 1, 1980). All interested
persons are advised to follow the

instructions contained therein as well as
the instructions contained in the above-
referenced decision.
Agatha L Mergonovich,
JFR Doc. W033MS riled 10-30-W0 845 umln
SILUiNG COoE 703-014d

[Docket No. AB-43 (Sub-No. 54F)

Illinois Central Gulf Railroad Co.-
Abandonment-in Pike, Waithall and
Marion Counties, MS; Findings

Notice is hereby given pursuant to 49
U.S.C. 10903 that by a decision decided
December 28,1979, a finding, which is
administratively final, was made by the
Administrative Law Judge, stating that,
the public converience and necessity
permit the abandonment by the Illinois
Central Gulf Railroad Company of those
portions of the line or railroad, and
operations thereof, known as ICG's
Fernwood District extending from
milepost 1.2 near Fernwood, MS. to
milepost -32 at Kokomo, MS; and of
ICG's Bogue Chitto District from
milepost 102 at Lexie, MS, to milepost
105.76 at Tylertown, MS. all in Pike,
Walthall, at Marion Counties, MS, and
including all yard and sidetracks (101.3),
Saunders (110.6) and Fargo (110.8);
provided, however, that applicant make
available to employees the protective
conditions set forth in Oregon Short
Line R. Co.-Abandonment Goshen. 360
I.C.C. 91 (1979); and further that the
applicant shall keep intact all of the
right-of-way underlying the track.
including all of the bridges and culverts,
for a period of 180 days from September
6.1980, to permit any state andfor local
government agency or other interested
party to negotiate the acquisition for
public use of all or any portion of the
right-of-way. A certificate of
abandonment will be issued to the
Illinois Central Gulf Railroad Company
based on the above-described finding of
abandonment, on or before December 1,
1980, unless on or before November 17.
1980, the Commission further finds that:

(1) A financially responsible person
(including a government entity) has
offered financial assistance (in the form
of a rail service continuation payment)
to enable the rail service involved to be
continued. The offer must be filed with
the Commission and served
concurrently on the applicant, with
copies to Ms. Ellen Hanson, Room 5417,
Interstate Commerce Commission.
Washington. DC 20423. no later than
November 10,1980; and

(2) It is likely that such proffered
assistance would:

(a) Cover the difference between the
revenues which are attributable to such
line of railroad and the avoidable cost of

providing rail freight service on such
line, together with a reasonable return
on th value of such lines, or

(b) Cover the acquisition cost of all or
any portion of such line of railroad.

If the Commission so finds, the
issuance of a certificate of abandonment
will be postponed. An offer may request
the Commision to set conditions and
amount of compensation withiq 30 dayd
after an offer is made. If no agreement is
reached within 30 days of an offer, and
no request is made on the Commission
to set conditions or amount of
compensation, a certificate of
abandonment will be issued no later
than 50 days after this notice is
published. Upon notification to the
Commission of the execution of an
assistance or acquisition and operating
agreement, the Commission shall
postpone the issuance of such a
certificate for such period of time as
such an agreement (including any
extensions or modifications) is in effect
Information and procedures regarding
the financial assistance for continued
rail service or the acquisition of the
involved rail line are contained in 49
U.S.C. 10905 (as amended by the
Staggers Rail Act of 1980, Pub. L 96-448,
effective October 1.1980). All interested
persons are advised to follow the
instructions contained therein as well as
the instructions contained in the-above-
referenced decision.
Agatha L Merenovich,
Secrtaory.
lFR~ Doc. 8O- UE Fed 10-.40..8 46 amJ

BLLING COoE 703".1-M

[Docket No. AB-3 (Sub-No. 20F)]

Missouri Pacific Railroad Co.-
Abandonment-and-Abandonment of
Trackage Rights--Over Southern
Pacific Transportation Co. in St Mary
and Iberia Parishes, LA; Findings

Notice is hereby given pursuant to 49
U.S.C. 10903 that by a decision decided
February 11. 1980, a finding. which is
administratively final, was made by the
Commission, Review Board Number 5,
stating that, the public convenience and
necessity permit the abandonment by
the Missouri Pacific Railroad Company
of the following portions of a line of
railroad known as the New Iberia
Subdivision: (a) That portion extending
from milepost 47.6 at New Iberia to
milepost 47.8 at New Iberia, a distance
of .2 miles in Iberia Parish, LA; (b) that
portion extending milepost 52.9 at
Olivier to milepost 56.5 at Loisel. a
distance of 3.6 miles in Iberia Parish,
LA. and (c) that portion extending from
milepost 73.5 at Oaklawn to milepost
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79.8 at Franklin, a distance of 6.3 miles
in St. Mary Parish, LA. The total
distance of the above segments is 10.1
miles, subject to the conditions for the
protection of employees discussed in
Oregon Short Line R. Co.-Abandonment
Goshen, 360 I.C.C. 91 (1979]. A
certificate of abandonment will be
issued to the Missouri Pacific Railroad:
Company based on the above-described
finding of abandonment, on or before
December 1, 1980, unless on or before
November 17, 1980, the Commission
further finds that:

(1) A financially responsible person
(including a government entity) has
offered financial assistance (in the form
of a rail service continuation payment)
to enable the rail service involved to be
continued. The offer must'be filed with
the Commission and served
concurrently on the applicant, with
copies to Ms. Ellen Hanson, Room 5417,
Interstate Commerce Commission,
Washington, DC 20423, no later than
November 10, 1980; and

(2) It is likely that such proffered
assistance would:

(a) Cover the difference between the
revenues which are attributable to such
line of railroad and the avoidable cost of
providing rail freight service on: such •
line, together with a reasonable return
on the value of such line, or

(b) Cover the acquisition cost or all of
any portion of such line of railroad.

If the Commission so finds, the
issuance of a certificate of abandonment
will be postponed. An offer may request
the Commission to set conditions and
amount of compensation within 30 days
after an offer is made. If no agreement is
reached within 30 "days of an offer, and
no request is made on the Commission
to set conditions or amount of
compensation, a certificate of
abandonment will be issued nolater
than 50 days after this notice is
published. Upon notification to the
Commission of the execution of an
assistance or acquisition and operating
agreement, the Commission shall
postpone the issuance of such a
certificate for such period of time as
such an agreement (including any
extensions or modifications) is in effect.
Information and procedures regarding
the financial assistance for continued
rail service or the acquisition of the
involved rail line are contained in 49
U.S.C. 10905 (as amended by the
Staggers Rail Act of 1980, Pub. L. 96.448,
effective October 1, 1980). All interested
persons are advised to follow the
instructions contained therein as well as

the instructions contained in the above-
referenced decision. I
Agatha L. Mergenovich,

Secretary.
IFR Doc. 60-3393 Filed i0-30-80; 8:45 hml'

BILLING CODE 7035-01-M

DEPARTMENT OF JUSTICE

Attorney General

[AAG/A Order No. 56-80]

Privacy Act of 1974; Modified System of
Records

Pursuant to the provisions of the
Privacy Act of 1974 (5 U.S.C. 552a),
notice is hereby given that the -
Department of Justice proposes to
modify 9 system of redords (Civil
Division Case File System, JUSTICE/
CIV-ool) maintained by the Civil
Division.

The Civil Division Case File System is
a system of records for which public
notice was published in Volume 45,
Number 7 of the Federal Register on*
January 10, 1980, consistent with
provisions of 5 U.S.C. 552a(e)(4).
However, the dystem will be amended to
include the storage of selected data,
extracted from each case file, on
magnetic diskettes. The "Categories of
records in the system" as well as the
'Storage" and "Retrievability" sections
of the system notice have been revised
to reflect this change. -

The Office of Management and Budget
(0MB), which has oversight
responsibility under the Act, requires a
60-day period in which to review the
system modification before it is
implemented. Therefore, the public,
OMB -and the Congress are invited to
submit written comments on this system
modification. Comments should be
addressed to the Administrative
Counsel, justice Management Division,
Department of Justice, Room 6315, 10th
and Constitution Avenue, NW., ,
Washington, D.C. 20530. If no comments
are received on or before December 30,
1980, the system modification will be
implemented without further notice in
the Federal Register. No oral hearings
are contemplated.

A report of the proposed system has
been provided to the Director, OMB, to
the President of the Senate and to the
Speaker of the House of
Representatives.

Dated: October 22, 1980.
Kevin D. Rooney,

Assistant Attorney Generalfor
Administration.

JUSTICEiCIV-001

SYSTEM NAME:

Civil Division Case File System,

SYSTEM LOCATION:

U.S. Department of Justice, loth and
Constitution Avenue, N.W., Washington,
D.C. 20530.

CATEGORIES OF INDIVIDUALS COVERED BY THE
SYSTEM:

Any and all parties involved in thle
cases handled by the Civil Division will
have identifying data contained in this
system.

CATEGORIES OF RECORDS IN THE SYSTEM:

(1) The main record of the system is
the official case file which is retained on
each case under the jurisdiction of the
Civil Division except for those cases for
which files are maintained in the Civil
Division Case File System: Field Office,
Customs Litigation, Commercial
Litigation Branch and the Office of
Alien Property File System, and
constitutes the official record of the
Department of Justice. All record
material relating to a case is retained In
the file. Each case is assigned a number
comprised of the category designation
for the subject matter, the code number
for the judicial district where the action
originated, and the number of cases of
that category which have arisen in that
district.

(2) Alphabetical and numerical .- '

indices are utilized as a means of access
to the proper file by the cross-
referencing of the names of all parties to
a suit with the file number. Forms CV-54
and carbon-inierleaf index cards are
used in these indices.

(3] An automated record of selected
data which has been'extracted from
each case file is maintained on magnetic
diskettes in order to follow the progress
of all Division cases and to obtain
statistical data for monthly and fiscal
reports.

AUTHORITY FOR MAINTENANCE OF THE
SYSTEM:

General authority to maintain the
system is contained in 5 U.S.C. 301 and
44 U.S.C. 3101. The particular system
was established in accordance with 28
CFR 0.77(fo and was delegated to the
Civil Division pursuant to the
memorandum from the Deputy Attorney
General, dated July 17, 1974. " ,
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ROUTINE USES OF RECORDS MAINTAINED IN
THE SYSTEM, INCLUDING CATEGORIES OF
USERS AND THE PURPOSES OF SUCH USES'

Any record pertaining to any case or
matter in the Civil Division may be
disseminated to any other component of
the Department of Justice, including the
F.B.I. and the United States Attorneys'
Offices, for use in connection with the
consideration of that case or matter or
any other case or matter under
consideration by the Civil Division or
any other component of the Department
of Justice. A record maintained in this
system of records may be disseminated
as a routine use of such record as
follows: (1) in any case in which there is
an indication of a violation or potential
violation of law, whether civil, criminal
or regulatory in nature, the record in
question may be disseminated to the
appropriate federal, state, local or
foreign agency charged with the
responsibility for investigating or
prosecuting such violation or charged
with enforcing or implementing such
law; (2) in the course of investigating the
potential or actual violation of any law,
whether civil, criminal or regulatory in
nature, or during the course of a trial or
hearing, or the preparation for a trial or
hearing for such violation, a record may
be disseminated to a federal, state, local
or foreign agency, or to an individual or
organization, if there is reason to believe
that such agency, individual or
organization possesses information
relating to the investigation, trial or
hearing and the dissemination is
reasonably necessary to elicit such
information or to obtain the cooperation
of a witness or an informant; (3) a
record relating to a case or matter may
be disseminated in an appropriate
federal, state, local or foreign court or
grand jury proceeding in accordance
with established constitutional,
substantive, or procedural law or
practice; (4) a record relating to a case
or matter may be disseminated to a
federal, state, or local administrative or
regulatory proceeding or hearing in
accordance with the procedures
governing such proceeding or hearing:
(5) a record relating to a case or matter
may be disseminated to an actual or
potential party or his attorney for the
purpose of negotiation or discussion of
such matters as settlement of the case or
matter, plea bargaining, or formal or
informal discovery proceedings; (6) a
record relating to a case or matter that
has been referred by an agency for
investigation, prosecution, or
enforcement, or that involves a case or
matter within the jurisdiction of an
agency, or where the agency or officals
thereof are a party to litigation or where
the agency or officials may be affected

by a case or matter. may be
disseminated to such agency to notify
the agency of the status of the case or
matter or of any decision or
determination that has been made, or to
make such other inquiries and reports as
are necessary during the processing of
the case or matter, (7) a record relating
to a person held in custody pending or
during arraignment, trial, sentence or
extradition proceedings, or after
conviction or after extradition
proceedings, may be disseminated to a
federal, state, local or foreign prison.
probation, parole, or pardon authority,
or to any other agency or individual
concerned with the maintenance,
transportation, or release of such a
person; (8) a record relating to a case or
matter may be disseminated to a foreign
country pursuant to an international
treaty or convention entered into and
ratified by the United Slates or to an
executive agreement: (9) a record may
be disseminated to a federal, state,
local, foreign, or international law
enforcement agency to assist in the
general crime prevention and detection
efforts of the recipient agency or to
provide investigative leads to such
agency: (10) a record may be
disseminated to a federal agency, in
response to its request, in connection
with the hiring or retention of an
employee, the issuance of a security
clearance, the reporting of an
investigation of an employee, the letting
of a contract, or the issuance of a
license, grant or other benefit by the
requesting agency, to the extent that the
information relates to the requesting
agency's decision on the matter (11) a
record may be disseminated to the
public, news media, trade associations,
or organized groups, when the purpose
of the dissemination is educational or
informational, provided that the record
does not contain any information
identifiable to a specific individual other
than is necessary to identify the matter
or where the information has previously
been filed in a judicial or administrative
office, including the clerk of the court:
(12) a record may be disseminated to a
foreign country, through the United
States Department of State or directly to
the representative of such country, to
the extent necessary to assist such
country in civil or criminal proceedings
in which the United States or one of its
officers or agencies has an interest; (13)
a record that contains classified
national security information and
material may be disseminated to
persons who are engaged in historical
research projects, or who have
previously occupied policy making
positions to which they were appointed

by the President. in accordance with the
provisions of 28 C.F.R. 17.60.

Release of information to the news
media: Information permitted to be
released to the news media and the
public pursuant to 28 C.F.R. 50.2 may be
made available from systems of records
maintained by the Department of Justice
unless it is determined that release of
the specific information in the context of
a particular case would constitute an
unwarranted invasion of personal
privacy.

Release of information to Members of
Congress. Information contained in
systems of records maintained by the
Department of Justice, not otherwise
required to be released pursuant to 5
U.S.C. 552, may be made available to a
Member of Congress or staff acting upon
the Member's behalf when the Member
or staff requests the information on
behalf of and at the request of the
individual who is the subject of the
record.

Release of information to the National
Archives and Records Service: A record
from a system of records may be
disclosed as a routine use to the
National Archives and Records Service'
(NARS) in records management
inspections conducted under the
authority of44 U.S.C. 2904 and 2906.

POLICIES AND PRACTICES FOR STORING,
RETRIEVING, ACCESSING, RETAINING, AND
DISPOSING OF RECORDS IN THE SYSTEM:

STORAOE:

(1) The case riles utilize standard file
jackets and are retained in electronic.
rotary power files: or in standardfile
cabinets. [2) The alphabetical and
numerical index cards are retained in
standard file cabinets. (3) Automated
records are maintained on magnetic
diskettes.

RETRIEVABIULTY:

The files must be retrieved by file
number. The file number can be
ascertained from the alphabetical index
if the name of any party to the suit is
known. Automated records can be
retrieved by Department of Justice case
number, plaintiffs name, defendant's
name, or Civil Division attorney's name.

SAFEGUAROS'

Information contained in the system is
unclassified. However, only attorneys
who have their names recorded in the
File Unit can be issued a case file.
Minimal information about a case is
provided from the various indices to
telephone callers, since there is a
problem with indentifying the identity of
a caller. If a party desires detailed
information, he is referred directly to the
attorney of record.
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RETENTION AND DISPOSAL:

When a case file is closed by the
responsible attorney, it is sent to the
Federal Records Center for retention iii
accordance with the authorized Record
Disposal Schedule-for-the 6lassification
of the case. Such schedules are-
approved by the National Archives.
After the designated period has passed,'
the file is destroyed. However, the index
and docket cards are not purged.

SYSTEM MANAGER(S) AND ADDRESS:

Assistant Attorney General; Civil
Division; U.S. Department, of Justice;
loth and Constitution Avenue, N.W.;.

'Washington, D.C. 20530.

NOTIFICATION'PROCEDURE:

Address inquiries to: Assistant
Attorney General; Civil Division; US,
Department of Justice; 10th and
Constitution Avenue, N.W.; Washington,
D.C. 20530.

RECORD ACCESS PROCEDURES:

A request for information concerning
the cases of the Civil Division should be

-submitted in writing, with the envelope
and letter clearly marked "Privacy
Access Request." The request should
include the file number and/or the
names of any litigants known to the
requestor. The requestor should also
provide a return address for transmitting
the information. Such access requests
should be submitted to the System
Manager listed above. Requests may
also be made by telephone. In such -
cases the caller will be referred to the
attorney of record. The attorney, in-turn,
may require an official written request.

CONTESTING SlECORD PROCEDURES:

Individuals desiring to contest or
amend information maintained in the
system should direct their request to the
System Manager listed above. The
request should clearly state, what
information is being contested, the
reasons for contesting it and the
proposed amendment to the information
sought.

RECORD SOURCE CATEGORIES'

All litigants involved in the cases of
this Division are sources of information.
Such information is either contained in-
the record material in the case files or
has been extracted from that record
material and put onto docket and index=
cards.

SYSTEMS EXEMPTED FROM CERTAIN
- PROVISIONS OF THE ACT:

None.
IFR Voc. 80-34001 Filed 10-30-80:. 8:45 nI]
BILLING CODE 4410-01-M

Office of the Attorney Gerieaf

Consent Decree To Enforce
Compliance With Terms of a National
Pollutant Discharge Eliminition

* System Permit
In accordance with Depdrtmental

policy, 28 CFR § 50.7, 38 1R 19029, notice
is hereby given that a proposed consent

,decree to enforce the terms of a
National Pollutant Discharge
Elimination System permit, in United.
States v. City of Twin Falls Idaho, et al.,
Civil No. 1-76-181 has been lodged with
the United States District Court for the
district of Idaho. The decree imposes on
defendant City of Twin Falls certain
requirements and compliance dates with
respect to the operation of its municipal
sewage treatment pilant.

The Department of Justice will receive
on or before December 1, 1980, written
comments relating to the proposed
'consent decree. Comments should be
addressed to the Assistant Attorney
General of the Land-and Natural
Resources Division, Department of
Justice, Washington, D.C. 20530 and
should refer to United'States v. City of
Twin Falls; Idaho, et al., D. J. Ref. 90-5-
1-1--629.

The proposed order may be examined
at the office of the United States
Attorney, District of Idaho, Room 693
Federal Building, 550 W. Fort Street, -
Boise, Idaho 83724, at the Region X
office of the Environmental Protection
Agency, 1200 6th Avenue, Seattle,
Washington 98101, and the
Environmental Enforcement Section,
Land-and Natural Resources Division of
the Department of Justice; Rodm 2644,
Ninth Street and Pennsylvania Avenue,
N.W., Whshington, D.C. 20530. A copy of
the proposed order-may be obtained in
person or by mail from the
EnvironmentalEnforcement Section,
Land and Natural'Resources Division of
the Department of Justice.
Angus MacBeth,
Deputy Assistant Attorney General, Land and
Natural Resources Division,
IFR Dec. 80-3967 Filed 10-30-80:, 8:45 am
BILLING CODE 441601-M

Drug Enforcement Administration

[Docket No. 80-21]

Herbert Webster Voorhies, Pasadena,
Calif.; Hearing

Notice is hereby given thai ory July 8,
1980, the DrugEnforcemenf

-Administration, Department of Justice,:
issued to Herbert Webster Voorhies,
M.D., Pasadena, Califorhia, an Order To
Show Cause 'as to why Respondent's

applications dated April 28, 1978, and
April 23, 1979, for registration as a
practitioner with Schedule I-V
controlled substances should not be
denied.

Thirty days having elapsed since the
said Order To Show Cause was received
by Respondent, and written requestfor
a hearing having been filed with the
Drug Enforcement Administration,' "'.
notice is hereby given that a hearing In
this matter will be held commencing at
10:00 a.m. on Tuesday, November 4,
1980, in Room 324, U.S. Courthouse, 312
North Spring Street, Los Angeles,
California.

Dated: October 27, 1980.
Frederick A. Rody, Jr.,
Acting Administrator, Drug Enfotanment
Administration.
[FR Doe. 80-33937 Filed 10-30-80::45 am
BILLING CODE 4410-09-M

[Docket No. 80-19]

Marshall D. Nickerson, Jr.; Revocation
of Registration

On June 20,1980, the Administrator of
the Drug Enforcement Administration
(DEA) issued an Order to Show Cause
to Marshall D. Nickerson, Jr., M.D.
(Respondent) why the Drug Enforcement
Administration should not revoke the
DEA Certificate of Registration AN
6341717 issued to him pursuant to 21
U.S.C. 823, for the reason that on
December11, 1979, Respondent was
convicted in the United States District
Court for the District of Columbia of one
(1) count of knowing and willful
distribution of a controlled substance, In
violation of 21 U.S.C. 841(a)(1). This is a
controlled substance-related felony. In a
letter, dated July 21, 1980, Respondent
requested a hearing on the issues raised
in the Order to Show Cause. The
Honorable Francis L. Young,
Administrative Law Judge, ordered the
filifig of prehearing statements, With
which the Government complied.
Respondent did not file aprehearing
statement. On September 15,1980, the
administrative law judge issued a
memorandum to parties in which he
concluded that Respondent's failure to
file a.prehearing statement indicates
that he hasno serious desire to
participate-in an evidentiary hearing,
and that Respondent'sfailure to fle a
preheating statement or otherwise to
state issues constitutes a waiver of his
opportunity for an evidentidry hearing.
The administrative law judg6 gidve the
Government the option of submitting to
the administrative law judge
documentary materials in support of the
Government's position, or requesting an
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evidentiary hearing for-oral presentation
of the Government's case. Government
counsel submitted documentary
evidence to the administrative law judge
on October 1. 1980. The administrative
law judge skibmitted his report and
certified the record to the Administrator
pursuant to 21 CFR 1316.65, on October
9. 1980. Pursuant to 21 CFR 1316.67. the
Administrator hereby publishes his
Final Order in this proceeding, based
upon the findings of fact and
conclusions of law set forth below.

The Administrator finds that
Respondent pled guilty on December 11,
1979. in the United States District Court
for the District of Columbia to one (1)
count of knowing and willful
distribution of a Schedule II controlled
substance. Respondent was sentenced
by the Honorable Barrington Parker to
six (6) months incarceration at the
Allenwood Prison Camp.

The Administrator further finds,
based on the Government's Written
Allocution Statement and Factual
Proffer in Support of Plea, filed at the
time of Respondent's plea, that an
individual met Respondent at a
restaurant in Washington. D.C., in late
February or early March, 1977, and
discussed with Respondent
arrangements for obtaining prescriptions
for Dilaudid (hydromorphone). This
individual visited Dr. Nickerson at his
office, where the doctor told this person.
that we would write him a prescription
for one-hundred (100) tablets of Dilaudid
4 mg. for $300.00. The individual paid
Respondent $600.00. and obtained two
(2) prescriptions for a total of two-

-hundred (200) Dilaudid 4 nmg. tablets,
written in fictitious names. The
Administrator finds that Respondent
supplied this individual with
prescriptions for Dilaudid from the first
week of March, 1977 until May, 1977.
Respondent would sometimes issue
prescriptions in the individual's name,
and sometimes in the names of fictitious
persons. The individual would either fill
prescriptions himself, or give them for
other persons to fill, at pharmacies in
the District of Columbia and suburban
Maryland and Virginia.

The Administrator further finds.
based on grand jury testimony, that
another individual obtained Dilaudid
prescriptions from Respondent during
the summer of 1977 by using a third
man's identification. Respondent
conducted no physical examination on
this person at any time. Both this
individaal and the first individual
mentioned sold much of the Dilaudid
they obtained from Respondent's
prescriptions.

The Administrator further finds.
based on computerized records

prepared by the Metropolitan Police
Department, that Respondent wrote at
least 3524 Dilaudid (hydromorphone)
prescriptions between June. 1976 and
December. 1979. This figure was
obtained by audit of pharmacies
mentioned in the grand jury testimony.
At one pharmacy. Respondent issued
eighty-six (86) Dilaudid prescriptions,
while other phy sicians had issued
between two (2) and eight (8).

Judge Young found that Respondent
has effectively waived his right lo an
evidentiary hearing by his failure to
respond. He cited UnitedStates v.
Consolidated Mines and Smelting Co,,
Ltd., 455 F.2d 432,453 (9th Cir. 1971).
where the court held that. where no fact
question ip involved, a plenary.
adversary administrative proceeding is
not obligatory. This Administration has
held that a Respondent is deemed to
have waived his right to a hearing if he
fails to respond. In the Matter of James
Waymon Mitchell, 44 F.RI 71466 (1979).
While the Mitchell decision involved a
revocation based on the suspension of
Dr. Mitchell's state medical license,
there is no reason why the same logic
should not apply if the Respondent is
convicted of a controlled substance-
related felony, as is Dr. Nickerson.
Respondent was afforded an
opportunity to present evidence in
mitigation. He has. through his silence.
chosen not to exercise that opportunity.
Therefore, the Administrator finds that
he waived his right to an evidentiary
hearing.

The Administrator hereby adopts the
recommendation of the administrative
law judge that Respondent's registration
be revoked pursuant to 21 U.S.C.
824(a)(2). Having reviewed the record of
this matter in its entirety, and having
concluded that the subject registration
should be revoked for reason that
Respondent was convicted of a
controlled substance-related felony, it is
the decision of the Administrator thatsaid registration be revoked.
Accordingly. pursuant to the authority
vested in the Attorney General by
Section 824 of Title 21, United States
Code. and redelegated to the
Administrator of the Drug Enforcement
Administration. the Administrator
hereby orders that the Certificate of
Registration AN6341717, previously
issued to Marshall D. Nickerson, Jr.,
M.D.. be. and is. hereby revoked,
effective December 1, 1980.
October 21', 190.
Frederick A. Rody, Jr..
Acting .4dministrator
BiUI"RM C.- F, M4410-O.taaml
eBtLJNG CODE 4"104- M

I Docket No. 80-171

Thomas E. Johnston; Revocation of
RegIstration

On June 4.190, the Administrator of
the Drug Enforcement Administration
(DEA) issued an Order to Show Cause
proposing to revoke the DFA
registration of Thomas E. Johnston, D.O.
(Respondent). of Overland Park, Kansas.
Simultaneously, citing his preliminary
finding of imminent danger to the public
health and safety, The Administrator
ordered the immediate suspension of the
Respondent's registration pending a
final determination in these proceedings.
By letter dated June 10, 1980, the
Respondent requested a hearing on the
issues raised by the Order to Show
Cause.

On June 19,1980, Administrative Law
Judge Francis L Young directed that
counsel for the Government and counsel
for the Respondent exchange and file,
on or before July 7,1980, written
prehearing statements containing
certain specified elements of
information, including a statement of
issues perceived, identification of'
witnesses, summaries of the expected
testimony of such witnesses, and a
listing of all documents and exhibits to
be offered at the hearing. Upon motion
of Government counsel, the date for
filing prehearing statements by both
parties was extended to July 23,198o.
The Government filed its prehearing
statement in this matter on July 22, 1980.
The Respondent has not filed a
prehearing statement as of the date of
this Order. Indeed, there has been no
further correspondence from the
Respondent or his attoney since his brief
letter of June 10,1980, in which he
requested a hearing.

On July 31,1980, the Administrative
Law Judge, noting that the Government
had timely filed a prehearing statement
listing witnesses and documentary
evidence, and providing other requested
information, and further noting that by
his failure to file a prehearing statement.
the Respondent had not indicated any
desire to call witnesses or offer
documentary evidence, ordered that the
hearing in this matter be held in
Washington, D.C., on September 16,
1980. Judge Young further ordered that
no documents would be received and
that no witnesses would be heard on
behalf of the Respondent, except that
the Respondent himself would be
permitted to testify on his own behalf, if
he chorse to appear.

On September 2, 1980, counsel for the
Government. citing the foregoing
circumstances as evidencing a lack of
desire on the Respondent's part to

I II . , I I I
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participate in an evidentiary hearing,
and for other reasons, requested that the
hearing set for September 16,1980, be
cancelled.

On September 4, 1980, the
Administrative Law Judge, in a
Memorandum to Counsel, granted the
Government's request that the hearing
be cancelled; ruled that the
Respondent's failure to respond to the
Order for Prehearing Statements
constituted, in effect, a waiver of his
opportunity for an evidentiary hearing;
and ordered that on or. before September
30, 1980, Gove'nment counsel was to
submit fo the Administrative Law Judge
documentary materials in support of the
Government's position that the
Respondent's registration should be
revoked. Government counsel complied
with this request, submitting a copy of
the indictment and a copy of the .
Judgment and Probation/Commitment
Order evidencing the felony conviction
which was referred to in the Order to
Show Cause.

Section 304(a)(2) of the Controlled
Substances Act, 21 U.S.C. 824[a)2),
provides, in pertinent part, that a
registration to manufacture, distribute or
dispense controlled substances may be
suspended or revoked upon a finding
that the registrant has been convicted of
a felony offense, under either Federal or
-State law, relating to any Controlled
substance. The documents submitted by
the Government establish that on June 2,
1980, in the U.S. District Court for the
District of Kansas, in United States v.
Thomas E.-Johnston, D.O,, Docket No.
80-20013-01, the Respondent was
convicted, in nine counts, of such felony
offenses relating to controlled
substances,

After concluding, as a matter of law,
that the Government had established
that there existed a lawful basis for the
revocation of the Respondent's DEA
registraion, the Administrative, Law
Judge held that the Respondent had
effectively waived his right to an
evidentiary hearing, through his failure
to communicate with the administrative
tribunal, and that under such
circumstances, a plenary, adversary
administrative proceeding was-not
required. Accordingly, Judge Young
concluded, that it is wholly properfor
the Respondent's registration to be
revoked without a hearing, based upon
the investigative file and the record of
these proceedings as they now appear,
and pursuant to 21 CFR 1301.54(e). He
therefore terminated the proceedings
then pending before him, certified this
matter to the Administrator, and
recommended that the Respondent's

registration be revoked, effective
immediately.

The Administrator has considered the
record of this matter, as it today stands,
as well as portions of the investigative
file, and, pursuant to 21 CFR 1316.67,
hereby issues his final order in this
matter, based upon findings of fact and
conclusions of law as hereinafter set
forth.

The Administrator finds'that the
Respondent has been convicted of
'felony offenses relating to controlled,
substances, and further finds that the
Respondent has effectively waived his
right.to a full evidentiary-adversary
hearing in this case. The Administrator
concludes that there is, therefore, a
lawful basis for the revocation df the
Respondent's registration pursuant to 21
U.S.C. 824(a)(2).

Section 824(a)(2) is couched in
discretionary terms. In most cases in
which there have been full evidentiary

- hearings, or written submissions in lieu
of such hearings, the Administrator,
after finding that there are lawful

"grounds to support a revocation or
denial of registration, is called upon to

* make a second determination; that is,
whether, in light of all of the facts and
circumstances in the record, he should
revoke or deny the registration. The
question generally comes down to
whether the Administrator believes that
in spite of a conviction a registrant has
shown that he or she should
nevertheless be entrusted with the
authority to prescribe and dispenser
controlled substances. The burden to
make this showing is upon the registrant
or respondent. The Administrator today
affirmatively states what has long been
his policy in deciding these cases in
which a registrant has been convicted of
a felony offense relating to controlled
substances. The establishment of the
conviction is, in and of itself, sufficient
to support the revocation of a
registration. The Administrator then
looks to the registrant for mitigation or
explanation. The fact of the conviction
is a heavy burden to overcome. If,
however, the registrant does come forth
with sufficient mitigatory evidence, the
Administrator will then, and only then,
look to the facts behind the conviction
or the investigation in order to
determine where a proper decision lies.

In this case, the fact of the conviction
has been established. The Respondent
has failed to come forward to show any
reason why his registration should not
be revoked. Therefore, the"
Administrator concludes that the public
interest which permeates the statute
requires that the Respbndent's
registration be revoked.

CFR 1316.67 provides that a final order,
such as this, shall be effective not less than
thirty days after it is published In the Federal
Register unless the Administrator finds that
the public interest necessitates an earlier
effective date, in which case the
Administrator must specify the conditions
which led him to conclude that an earlier
date was required. For this purpose, the
Admiiistrator has turned to the indictment
and the investigative file. These portray [he
picture of a physician who, in violation of the
high public trust imposed upon members of
his profession, prescribed controlled
substances without the slightest regard for
medical necessity and without regard for the
health and well-being of those for whom he
..prescribed such drugs. Complaints
c6ncerning the Respondent's prescribing
practices continued almost up to the day on
which he was sentenced. The public Interest
in this matter demands that the order of
revocation be effective immediately.

Accordingly, having concluded that
there is a lawful basis for the revocation
of the Respondent's registration, and
having further concluded that such
registration ought to be revoked, the
Administrator of the-Drug Enforcement
Administration, pursuant to the
authority vested in him by 21 U.S.C, 824
and 28 CFR 0,100(b), hereby orders that
DEA Certificate of Registration
AJ7877799, previously issued to Thomas
E. Johnston, D.O., be, and it hereby is
revoked, effective immediately.

Dated- October 27, 1980.
Frederick A. Rody, Jr.,
ActingAdministrator, Drug Enforcement
Administration.

iFR Doe. 80-33930 Filed 1030-0i:45 orl

BIL.ING CODE 4410-09,-M

Office of Justice Assistance,
Research, and Statistics

Publication of the Financial and
Administrative Guide for Grants
AGENCY: Office of justice Assistance,
Research, and StatisticsU,S.
Department of Justice.
ACiTION: Final Guideline Manual.

SUMMARY: The Office of Justice
Assistance, Research, and Statistics
(OJARS) is publishing the-new Financial
and Administrative Guide for Grants, M

-7100.1B. This manual is a reference
source and guide for financial questions
arising in the administration of programs
funded by the Omnibus Crime Control
Act of 1968, as amended; the Justice
Systems Improvement Act of 1079, and
the Juvenile Justice and Delinquency ,
Prevention Act of 1974, as amended, The
manual includes requirements and
suggestions for the general fiscal
administration of statutory
requirements, award and payment of
funds, reporting requirements, cost
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allowability principles, procurement and
property management standards, grant
administration principles and audit
requirements.
EFFECTIVE DATE: The guideline becomes
effective upon issuance.
FOR FURTHER INFORMATION CONTACT:

Arthur E. Curry. Policy Development
and Training Division, Office of the
Comptroller, Office of Justice
Assistance. Research. and Statistics.
U.S. Department of Justice. Washington.
D.C. 20531 (202) 724-8260.
SUPPLEMENTARY INFORMATION: Before
the guideline manual became final, there
was extensive involvement in the
development of the manual with the
State Criminal Justice Councils (GCIs)
and personnel from the Office of Justice
Assistance, Research, and Statistics, the
Law Enforcement Assistance
Administration, the National Institute of
Justice. and the Bureau of Justice
Statistics.

All interested persons were given an
opportunity to comment on the proposed
guideline manual through a Notice of
Proposed Rule Making in the Federal
Register. We received 19 responses.
including comments from state and local
governments, nonprofit organizations.
educational institutions and other
interested members of the public. These
comments were considered in the final
revision of the guideline manual.

Appendices 1-5 are not included in
this Federal Register publication as they
are OMB circulars which have been
published previously in the Federal
Register. The guideline manual with all
appendices will be available upon
request to the Office of Justice
Assistance, Research. and Statistics.
U.S. Department of Justice. 633 Indiana
Ave., N.W., Washington, D.C 20531,
Attention: Mail Room.

The following is a summary of the
major comments and the action taken on
each. In addition to the changes
described, other changes have been
made to improve the clarity and
readability of the guideline manual.

Summary of Significant Changes

Significant changes that have been
made in the final guideline manual as a
result of public comments include:

1. Paragraph 5, Foreword.
a. A sentence has been added to

assure flow-through of applicability of
OMB circulars. The sentence states that
the provisions of OMB circulars are
applicable to subgrantees as well as
grantees. Examples are given showing
which circulars apply in situations
where grantees and subgrantees are
different types of recipient.

b. The Foreword has been changed to
explain that the grantee is the primary
recipient and the subgrantee is the
ultimate recipient of grant funds.

2. Paragraph 2. This paragraph has
been rewritten to prevent additional
restrictions from being imposed on
subgrantees. The statement that "CCs
and large grantees should incorporate
into their localized documents
additional fiscal provisions established
by state and local laws, regulations and
policies" has been deleted.

3. Paragraph 4c. This paragraph has
been rewritten to clarify the agency's
policy that uncleared audit reports on
prior grants can be reason for rejection
of a grant application.

4. Paragraph 11d. This paragraph has
been rewritten to include:

a. Entitlement jurisdictions'
allocations of Part D funds; and

b. Eligibility criteria for receiving
funds as an entitlement jurisdiction.

5. Paragraph 12c. This paragraph has
been rewritten to include the retention
by the Criminal Justice Council of the
$50,000 match free administrative funds
allocated for the Judicial Coordinating
Council.

6. Paragraph 37b. This paragraph has
been changed to show that the
requirements for separate accounting
and identification for compensation of
police and other regular law
enforcement and criminal justice
personnel is only applicable to funds
under the Crime Control Act of 1976.

7. Paragraph 38b. The accounting
appendix is a sample only. The
appendix title has been changed to
show that it is a sample to be used for
guidance for a grantee who is
establishing an accounting system and
that its use is not mandatory.

8. Paragraph 52. This paragraph has
been rewritten to clarify the
applicability of the travel policy for
subgrantees receiving funds through the
Criminal Justice Councils.

9. Paragraph 59b. The title of the
paragraph has been changed to
"Acquisition Requirements" to clarify
the intent of the paragraph.

10. Paragraph 60b. The paragraph % as
rewritten to include entitlement
jurisdictions' authority to approve
preagreement costs for subgrantees.

11. Paragraph 62b. The paragraph has
been rewritten to clarify a fringe
benefits issue.

12. Paragraph BWa. Reference to "Part
B'" has been added to the title "Planning
Grants" to clarify that the five percent
limit on reprogramming without prior
approval applies to active planning
grants under the Crime Control Act or

.1976 and not to administrative funds

under Part D formula and Juvenile
Justice formula grants.

13. Paragraph 76. The paragraph has
been rewritten to provide clarity.

14, Paragraph 87. The paragraph has
been rewritten to show that-

a. The requirement for a listing of
property applies to nonexpendable
personal property not all property.

b. Disposition instructions must be
issued within 120 days not 90 days.

c. The due date for a report of
nonexpendable personal property has
been changed to 90 days after the end
date of the grant.

15. Chapter 8. This paragraph has
been rewritten to present the same
objectives and methods of audit as
presented in OMB Circular A-102.
Attachment P.

16. Appendix 5. OMB Circular A-122.
Cost Principles for Nonprofit
Organizations, has been included in the
guideline manual as appendix 5.

Suggested Changes Not Considered
Necessary

Comment: "A specific definition of
officials authorized to act on behalf of
the grantor agency would be helpful.
Also. it would be helpful if you would
designate the program monitor or grant
manager, etc.. who will be the official to
act for the agency."

Response: This guide is not the proper
place to designate agency approval
officials. The agency official responsible
for each grant is identified in the grant
award package provided to the grantee.

Comment: Recommend elimination of
requirements for "prior approval of the
grantor agency" for cash match being on
a project-by-project basis and a
program-by-program basis.

Response: This is a long established
policy of the agency and has been
upheld by several legal opinions.

Comment: The JSIA provides the
nunfederal share of the cost of any
program or project under Part D. E, and
F shall be cash. This is not consistent
with the provisions in Attachment E of
OMB Circular No. A-l0.

Response: The requirement of cash
match is a statutory requirement and
statutory requiiements override
regulatory requirements.

Comment- Concern with the three-
year requirement on assumption of cost.

Response: The agency's policy of a
three-year requirement for assumption
of cost is the normal required time. If
more time is needed, a request can be
made to the agency, and additional time
can be allowed if the need is justified.

Comment. Recommend a $25,000
dollar amount be added to
reprogramming authority (paragraphs
14b and 20b) to read .. by more
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than 25 percent or $25,000 whichever is
greater must be approved by the grantor
agency."

Response: The 25% reprogramming
allows the CJC flexibility to make'
changes from one program to another
program, and allows the grantor agency
to review significant changes which
affect the approved Comprehensive
Plan. The problem with adding a dollar
limitation is that this could allow
changes to a small grant-program which
could greatly alter the scope or objective
of the program without the grantor
agency's knowledge.

Copment: Suggest allowing the CJCs-
to reprogram Crime Control funds out of
Office of Juvenile Justice and
Delinquency and Prevention (OJJDP)
programs without OJJDP prior approval
provided the State continues to meet the
19.15% maintenance of effort
requirement.

Response: This paragraph covers
OJJDP requirements for maintenance of
effort (MOE). The MOE is 19.15% of the
total appropriations for the grantor
agency, including administrative and
categorical funds expended for Juvenile
Justice. A CJC's determination of what
program can be counted towards the
MOE may differ with OJJDP's
determination. Also, a state would have
no way of knowing how its decrease of
MOE or other states' decreases affect
the Agency's total figure for MOE.

Comment: Disagree with the policy
that entitlement jurisdictions do not
have the authority to reprogram funds
without prior approval. Remmend that
entitlements be given the same 25% limit
on reprogramming without prior
approval.

Response: The decision to require
review by the CJC of any reprogramming
by entitlement jurisdictions is within the
Agency's authority to establish rules,
regulations-and procedures to carry out
the Act. The review by the CJC is
necessary to ensure that reprograinming
by entitlement jurisdictions does not
jeopardize their approved applications
by violating statutory requirements.

Comment: Recommend elimination of
match (salaries of personnel) by specific
lihe item cost. Allowing suJ6h is'
inconsistent with the total cost concept
and does not appear to meet the
requirements that hard match be "new".

Response: This requirement has been
in effect since April 30, 1973 and is
supported by grantor agency legal
opinions as the way. the grantor agency
can accept salaries of personnel as
'.new" funds to meet the statutory match
requirement.

Comment: Recommend elimination of
the requirement to forward to the
grantor agency, for informational

purposes, any certification required as a
result of reduced or unchanged local
investment in law enforcement.

Response: Nonsupplanting is a
statutory requirement. Any situation
requiring spdcial explanation because of
reduced or unchanged local investment
in law enforcement should be brought to
the immediate attention of the grantor
agency.

Comment: The obligation and
expenditure time for funds was changed
from 3 years to 4 years. The 4-year time
frame should be the current policy.

Response: The 3-year use of funds for
obligation and expenditure is current
agency policy as shown in paragraph 8
of Guideline 7100.4A. The 4-year use of
funds for obligation and expenditure is
explained.in'G 7100.4A and shows the
additional year is allowed when a
request for extension of the obligation
and/or expenditure period of a program
or set of programs is approved by the
grantor agency.

Comment: The retention time of three
years for grant records is insufficient
period of time based on past experience
with LEAA.

Response: The required record
retention time of three years is in
accordance with requirements of OMB
Circular Nos. A-102 and A-110.

Comment: Recommend that language
be modified to allow for overtime to be,
charged exclusively to grantor agency
funds, if the overtirme costs are
determined to arise exclusively as a
result of approved project activities. "To
require proration of overtime costs to
LEAA funded and non-LEAA funded
activities when the reason fdr overtime
is due exclusively to LEAA funded
activities is unreasonable and
inconsistent with accepted accounting
principles."

Response:The policy of the grantor
agenck adheres to the apportionment of
cost principles wherein costs are
distributed to the objective that incurred
the cost. If the project causes all of the
overtime, it pays for all such costs.
Conversely, if the project causes one-
half of the overtime, it only pays one-
half of the cost.

Comment: Paragraph 50 places greater
restriction on individual travel expenses
than OMB Circular A-21. For example,
this institution would allow visa,
passport, tips and laundry charges as
legitimate travel expenses under its
institutional travel policy.

Response: OMB Circular A-21 is silent
on spedific cost items for travel. The
agency's policy is that these costs are
personal costs'and are not allowable.

Comment: Paragraph 58 places greater
,,restrictions on rental or space costs and

maintenance and operation costs than
OMB Circular A-21.

Response: OMB Circular A-21 states
that rental costs are allowable to the
extent that the decision to rent or lease
is reasonable. The agency has
established a reasonable rate and space
requirement. Amounts exceeding the
established rate may be allowed based
upon sufficient justification and, prior
approval by the grantor agency.

Comment: "Paragraph 62 places
significantly greater restrictions on the
costs of professional services. The
setting of specific rates for consultants
hampers the institution's ability to
secure the best service for the ,
government and unduly hampers the
negotiating position of the grantee."

Response: OMB Circular A-21 states
that costs of professional services
rendered by the members of a particular
profession who. are not employees of the
institution are allowable when
reasonable in relation to the services
rendered, and when not contingent upon
recovery of the costs from the
Government. Therefore, we do not fool
the Agency's policy is a conflict,

Comment: "Request paragraph 62 be
amended to show maximum rate for
consultants of $200 instead of $135 per
day. Policy is in conflict with Pub, L. 00-
157."

Response: This policy Is not in conflict
with-Pub. L. 96-157 (Section 814) which
allows the daily amount for consultants
to the maximum of GS-18. This s6ct)on
covers the agency's use of
administrative funds used for
consultants and does not apply to our
policy under grants. The $135 rate is the
maximum 'allowed without justification,

Comment: Recommend elimination of
the requirement of notification to
grantor agency when Federal funds are
exp'ected to exceed the needs of the
grantee/subgrantee by more than $5,000
or five percent of award whichever is
greater.

Response: The requirement for
notification to the grantor agency Is in
accordance with provisions on budget
deviations in OMB Circular Nos. A-102
and A-110.

Comment: "Does paragraph 71
exclude federal employees from part.
time work on projects supported by
OJARS that is not a dual compensation
situation. Does this paragraph exclude
federal employees serving on CIC from
being reimbursed for costs arising
directly from CJC membership."

Response: This paragraph excludes
federal employees from receiving salary
payments, consultant fees. etc., for part
or full-time work.performed under
grants. Costs, such as travel incurred as
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a result of serving on the CJC. would be
allowed.

Comment: Objects to the definition of
"independent public accountant" that is
used in OB Circular A-102 and A-110.

Response: These circulars are
incorporated into the guide and are the
basis of Chapter 8. The circular defines
an independent public accountant as
one who is a CPA or a public accountant
licensed on or before December 31. 1970.
The definition is an OMB/GAO
definition and the grantor agency does
not have the authority to alter OMB
requirements.

Comment- "It is our opinion that the
types of project changes requiring prior
approval, as shown as change in project
site, changes which decrease the total
cost of the project or change in or
temporary absence of the project
manager/director are the types of issues
which have at times strained the
"partner" relationship with the grantor
agency."

Response: The grantor agency feels
that the project changes such as change
in project site, changes which decrease
the total cost of the project or change in
or temporary absence of the project.
manager/director are the types of
changes which can alter the scope or
objectives of the approved project and
should, therefore, be reviewed prior to
implementation.

OJARS Guideline Manual

Financial and Administrative Guide for
Grants

United States Department of Justice

Office of Justice Assistance- Research,
and Statistics

Distribution: All Grantees: All OJARS. BJS.
NIJ & LEAA Prof. Personnel

Initiated By. Office of the Comptroller,
Office of Justice Assistance, Research and
Statistics

Foreward
1. Purpose. This guideline manual has

been prepared as a reference source and
guide for financial questions arising in
the administration of grants awarded
pursuant to: (1) Title I of the Omnibus
Crime Control and Safe Streets Act of
1968-P.L. 90-351, as amended by the
Omnibus Crime Control Act of 1970-
P.L 91-644, and as amended by the
Omnibus Crime Control Act of 1973-
P.L 93-83, and (2) Title II of the Juvenile
Justice and Delinquency Prevention Act
of 1974-P.L 93-415, as amended by the
Fiscal Year Adjustment Act-P.L. 94-
273, the Crime Control Act of 1976-P.L.
94--503. the Juvenile Justice Amendments
of 1977-P.L. 95-115, and the Justice
System Improvement Act of 1979-P.L.

96-157. It identifies the financial
management policies and procedures
required of grantee organizations to
assure their establishment of sound and
effective business management systems.
Such systems will assure that funds are
properly safeguarded and used only for
the purposes for which they were
awarded. The manual builds upon and
complements the grant funding and
administrative requirements established
in the effective edition of Guideline
Manual 4100.1, State Planning Agency
Grants and/or 28 CFR Part 31, Formula
Grants for Criminal and Juvenile justice.
program announcements for categorical
projects and other guidelines. The
provisions of this manual are effective
upon publication.

2. Scope. The provisions of this
guideline apply to all grantor agency
awards. This guideline is of concern to
all grantees and subgrantees.

3. Cancellation. Guideline Manual
7100.1A, Financial Guide for
Administration of Planning and Action
Grants, dated April 30,1973, with
Change 1. dated January 24.1974:
Change 2, dated December 18, 1974;
Change 3, dated October 29,1975; and
Change 4. dated November 29,1978:
Instruction 7100.2, Applicability of the
Guideline Manual for the Financial
Management for Planning and Action
Grants, dated July 11,1974; Guideline
7380.2 Standards for Property Acquired
with LEAA Grant Funds, dated August
30,1970; Guideline 7200.2, LEAA
Revolving Fund, dated January 4.1978,
are hereby canceled. This edition of the
manual also supersedes financial policy
interpretations and directives issued by
the former LEAA Regional Offices.

4. Major Changes. This edition of the
manual updates, as appropriate, all
specific policies, procedures and
requirements contained in M 7100.1A
and Changes 1-4 to the same. The
requirements of the Justice System
Improvement Act of 1979. OMB Circular
A-122, Cost Principles for Non-Profit
Organizations, and a new travel policy
interpretation for granteeslsubgrantees
have been included. Of equal
significance. major revisions have been
made to the format and style of the
manual in order to facilitate its use. In
addition, the following terms are defined
to address current and pending changes:

a. GrantOr Agency applies to the
following:

(1) Office of Justice Assistance.
Research, and Statistics (OJARS).

(2) Law Enforcement Assistance
Administration (LEAA).

(3] National Institute of Justice [NIJ).
(4) Bureau of Justice Statistics (BJS).
b. Grants applies to cooperative

agreements as well as to grant awards

and all references and requirements
concerning grants will apply to
cooperstive agreements.

5. Guidance. The grantor agency
views its relationship with the grantee
organization as a partnership, with the
grantee providing the effort and
expertise necessary to carry out
approved activities and the grantor
agency providing financial assistance
under established policies and
guidelines. The provisions of OMB
circulars apply to subgrantees as well as
to grantees. The decision as to which
circulars apply is dependent on the
ultimate recipient (subgrantee].
Examples: When a grant is awarded to
the CJC and then subgranted to a
nonprofit organization. 0MB Circular
Nos. A-110 and A-122 would apply;, or
when a grant is awarded to the CJC and
then subgranted to an educational
institution, OMB CircularNos. A-110
and A-21 would apply. Questions
concerning the interpretation of policies
or the applicability of certain policies to
particular programs or projects should
be directed to the grantor agency or
primary recipient (grantee) as outlined
below.

a. Grantees. Criminal Justice Councils
(CJCs) and categorical grantees funded
directly should address their questions
to the grantor agency. In addition. the
grantor agency Will be available to deal
with questions not covered by this
manual and welcomes suggestions for
increasing its utility or clarifying its
contents.

b. Subg rntees. Subgrantees (ultimate
recipients] receiving awards through the
grantee (CJC or entitlement jurisdiction]
should address their questions to that
grantee.

c. Other Organizations. Organizations
receiving Federal funds via other
financial agreements not covered in
paragraphs 5 a and b should address
their questions to the grantee/
subgrantee.

6. Deviations. In the event that a
grantee determines that a requirement
should not or cannot be applied to a
program or project, or to a particular
circumstance of a program or project, a
written request for deviation shall be
submitted to the appropriate grantor
agency. This request shall specify: the
provision(s) that are considered
inapplicable to the project, program or
circumstance; the reasons why they are
considered inapplicable: and. the
provision(s) that are intended to be
substituted. Action shall not be taken to
implement the proposed deviation until
written authorization has been received.

7. A uthoriy.
a. Section 1301(a) of the justice

System Improvement Act of 1979
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provides authority for il orders,
determinations, rules, regulations, ana
instructions of the Law Enforcement
Assistance Administration which are in
effect at the time the Act takes effect to
continue in effect according to their
terms until modified, terminated,
superseded, set aside, or revoked by the
President, the Attorney General, the
Director of the Office of Justice
Assistance, Research, and Statistics, the
Director of the Bureau of Justice
Statistics, the Director of the National
Institute of Justice or the Administrator
of the Law Enforcement Assistance
Administration with respect to their
functions under the Act or by operation
of law.

b. Section 1301(d) of the justice
System Improvement Act authorizes the
Administrator of the Law Enforcement
Assistance Administration to approve
comprehensive plans for the fiscal year
beginning October 1, 1979 in accordance
with the provisions of Title I of the
Omnibus Crime Control and Safe Streets
Act of 1988.
c. The Act reauthorizes a formula

grant program to State and local
governments for a four year period
covering Fiscal Years 1980 through 1983.
Although the new Act begins in FY 1980,
by the time the Act is enacted and
becomes effective, all of the States will
have already prepared and submitted
their FY 1980 comprehensive plans.
Therefore, either the existing guidelines
would have to.be issued after the Act
becomes effective and FY 1980 plans,
have been submitted. In that event
guidelines would also have to be issued
for the preparation ofai plan supplement
document, to be prepared by each State
modifying its previously submitted
comprehensive plan and showing
compliance with the requirements
contained in the new Act. Therefore, all
existing guidelines; including M 4100.1F,
State Planning Agency Grants, remain in
effect for FY 1980.

d. ALL grant funds (obligated or
unobligated) aWarded by the grantor
agency prior to FY 1981 are governed by
the terms, conditions and matching
requirements agreed to at the time of
award and are not governed by Section
1301(h) of the JSIA.

8. Order of Precedence. In the event
there are conflicting or otherwise
inconsistent policieg applicable to
Federal grants, the following order-of
precedence shall apply:

a. Federal legislation.
b. Federal regulations (Refer to

Chapter 2, paragraph 19].
c. Terms and conditions of the grant

award. I I
d. Policies issued in this guideline

manual.

e. Guideline Manual 4100.1 (effective
,edition) for planning, action and formula
grants or 28 CFR Part 31.,

-Robert F. Diegelman,
Assistant Administrator, Office of Planning
andManagement.
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Chapter 1. Introduction and Use of the
Manual

1. Purpose. This chapter serves as a
guide for the interpretation and
application of financial management
policies contained in the remaining
chapters and appendices of this
document. It defines the applicability of
the guideline manual, its users, its
contents and the procedures for locating
specific financial management policies.
Users are advised to review this chapter
before attempting to locate information
within this manual.

2. Application of Policies. Although
the financial management requirelnents
specified in this guideline manual are
applicable to all recipients of aid. with
the general exception of contractors
funded directly by the grantor agency, it
is the responsibility of the CJC and other
grant recipients to implement the
requirements. In this regard. CJCs and
large grantees (such as a unit of general
local government receiving a sizable
mini-block grant) should prepare their
own financial management guidelines to
implement the regulatory and
administrative requirements contained
within the guideline manual.

3. Users of the Manual.
a. Organizations. This document is

provided for the use of all grantees of
grantor agency funds and their
subgrantees. Specific organizations who
are to use the guideline manual inclade:

(1) CICs. All financial management
provisions of this guideline are
applicable to CJCs. The guideline is to
serve as their primary reference for
interpretation of Federal grant
administration and financial
management policies. Requirements of a
programmatic and technical nature are
contained in the effective edition of M
4100.1, State Planning Agency Grants
and/or 28 CFR Part 31. Formula Grants
for Criminal and Juvenile Justice.

(2) Direct Recipients of Categorical
Grants. All categorical grantees funded
directly by the grantor agency are to use
this guideline manual as their primary
reference for interpreting Federal grant
administrtion and financial management
policy. Requirements of a programmatic
and technical nature are contained in
program announcements and in grant
award packages.

(3) Implementing Agencies.
Subgrantees (implementing agencies) of
CJCs are to adhere to the financial
management requirements of this
guideline manual and applicable State
and local laws and regulations.

(4) Contractors. Although this manual
is not for the direct use of contractors,
grantees should ensure that monitoring
of organizations under contract to them
is performed in a manner which will
enable the grantees to comply with their
overall financial management
requirements.

b. Individuals. Iidividuals from the
above organizations who may make
particular use of the guideline manual
include: administrators, financial
management specialists, grants
management specialists, accotintants
and auditors. These individuals are to
use the guideline manual as the
financial policy reference in executing
their duties under grantor agency-
funded programs and projects.

Additionally, the document is structured
to serve as a training guide for new
employees.

c. Subject Inde.y. To assist users in
locating the finanaicl management
policies contained in the guideline
manual, a subject index of all the topics
covered has been incorporated as
appendix 14.

4. CategoricalApplication Submission
Process.

a. General. Categorical grants maybe
awarded to States, units of local
government, educational institutions
and hospitals or private non-profit
organizations, at the discretion of the
grantor agency.

b. Program Announcements. The
grantor agency announces annually the
programs which it has developed for
funding under its categorical grant
program. These announcements are
produced and distributed after being
published in the Federal Register.

c. Preparation and Submissions of
Applications. Applications for '
categorical grants must be processed
through the appropriate CJC. This
requirement does not apply to the
National Institute of Justice [NIJ), Office
of Juvenile Justice and Delinquency
Preventibn (OJJDP}'and Community
Anti-Crime (CAC) applications. These
applications should be submitted
directly to the grantor agency. However,
since all categorical grants must utilize
the same forms and must comply with
essentially the same financial and.
administrative regulations, applicants
for Nil. OJJDP and CAC grants are
encouraged to consult with the
appropriate CC prior to preparation and
submission of an application.

d. Types of Categorical Funds are as
follows:
CA Community Anti-Crime
CP Urban Crime Prevention Program
DF Part C Discretionary
ED Part E Discretionary
IN Internship
CD Educational Development
SS Systems and Statistics
TA Technical Assistance
TN Training
PT Prosecutor Training (407)
FR IGA
PR Part B Reobligated
HC High Crime
JS Juvenile Justice (Special Emphasis)
JN Juvenile Justice {OJDP Institute)
JC Juvenile Justice (Concentrated

Federal Effort)
JA Technical Assistance (OJJDP]
NI National Institute
RF Reimbursable
PG Part E. National Priority Grants

Program
Ci Part F. General Criminal Justice

Grants
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IJ National Institute of Justice
BJ Bureau of Justice Statistics
MU Multiple Funded

e. Uncleared Audi-Reports. It is the
policy of the grantor agency that it WILl
NOT award a categorical grant to any
applicant who has an uncleared audit
report on prior grantor agency awards.
Every applicant for funding is on notice
that unless prior audit 'eports are
cleared, their application can be
rejected for that reason. Exceptions to
this-policy may be granted by the Audit
Review Committee under the following
situations:

(1) Audit Finding finder appeal;
(2)-Audit Report has been resolved

but not cleared and applicant agrees to
correct deficiency, or to make payment;
or

(3) Uncleared audit report dbes not
negatively impact the programmatic,
administrative and financial capability
of the applicant to administer Federal
funds and achieve project objectives.

5.7. Reserved.

Chapter 2. Program Requirements for
General Fiscal Administration

Section 1.'Justice System Improvement
Act of 1979

8. General. THIS SECTION IS,
APPLICABLE TO PROGRAMS AND
PROJECTS FUNDED IN FISCAL YEAR'
1980-1983. The section sets forth the
program requirements relating the
general fiscal administration for grants
and contracts and other agreements
funded by the grantor agency under the
Justice System Improvement Act of 1979
(jSIA]. The fiscal and administrative
requirements applicable to all grantees,
subgrantees, contractors and other ,
organizations under Federal agreements
are explained in this section and the
organizational structure of the. agency is
defined. This section also explains 'the
respective fiscal requirements imposed
by statutes, Federal grant-in-aid
regulations and administrative
regulations and the new organizational
structure for the agency.

9. Organizational Structure. The JSIA
provides a four year authorization for
justice assistance, research and
statistics programs. The JSIA establishes
four organizations within the
Department of Justice under the general
authority and policy control of the
Attorney General. The authority of any
entity established under the JSIA shall
extend to civil justice matters only to
the extent that such civil justice matters
bear directly and substantially upon
criminal justice matters or are
inextricably intertwined with ciminal
justice matters. These new organizations
are:

S a. Office of justice Assistance,
Research andStatistics (OJARS) which
will coordinate the activities -and
provide staff support for the three new
assistance offices.' -

b. LawEnforceinent Assi'stance'
Administration (LEAA) which is-
authorized, to operate a State and local
assistance program of formula grants, a

-,national priorities program, a
discretionary program, training and
personnel development programs,
community anti-crime program, juvenile
justice and delinquency prevention
program, and public safety officers'
benefits.

c. National Institute of fustice (Nil)
which will ensure 'a balance in basic
and applied research; evaluate the
effectiveness of programs carried out to
determine their impact upon the quality
of crirliinal and civil justice systems; test
and demonstrate civil and criminal
justice programs; disseminate
information; and, give primary emphasis
to State and local justice systems.

d. Bureau of Justice Statistics (BIS)
which will provide a variety of
statistical services for the criminal
justice community; recommend
standards for the generation of
statistical data; analyze and disseminate
statistics; and, provide for the security
and privacy of criminal justice statistics.

10. Source and'Nature of Funds. The
JSIA provides a four year authorization
for justice, assistance, research and
statistics programs. Funds are awarded
as formula and categorical (i.e., national
priority, discretionary, systems and
statistics, research and development,
etc.) grants, contracts and other
agreements.

.a. Formula grants are awarded to the
States to provide assistance to State and
local units of government for
improvements in and coordination of
their criminal justice activities.

b. Categoricalgrants are awarded to
States, units of local government or
private organizations at the discretion of
the grantor agency. Most categorical
awards are competitive in nature in that
there are limited funds available and a
large number of potential recipients.

c. Contracts are awarded by the
grantor agency, Criminal Justice
Councils, entitlement jurisdictions and,
other grantees or subgraritees to both -
profit and non-profit organizations. With
the'exception of a few justified sole-
source situations, contracts are awarded
via competitive procurement processes.

d. Other forms of funding include
interagency agreements and purchase of
service arrangements, which are usually
entered into by two governmental units
or agencies. Such funding arrangements
are negotiated by the entities involved.

11.JSIA funds, The JSIA authorizes' -
the following funds:

a. Part A-Community Anti-Crime,
Grants. Part A funds are awarded as,
grants to community and citizens groups
for the purpose of enabling the
commUnity to engage in a process
leading to the identification of problems
facing that community with respect to
crime, conflicts, disputes and other
Problems that might lead to crime, and
to provide for the consideration by the
community of plans to alleviate such
problems. These funds are awarded as
either categorical grants, cooperative
agreements or contracts.

b. Part B-National Institute of Justice
Grants. Part.B funds are awarded as
grants, cooperative agreements or
contracts with public agencies,
institutions of higher education, private
organizations or individuals. These
funds are to provide for and encourage
research and demonstration efforts for
the purpose of improving Federal, State
and local criminal justice systems and
related aspects of the civil justice
systems; preventing and reducing crime:
insuring citizen access to appropriate
dispute-resolution forums; improving
efforts'to detect, investigate, prosecute
and otherwise combat and prevent
white-collar crime and public
corruption, and identifying programs of
proven effectiveness, programs having a
record of proven success or programs
which offer a high probability of
improving the functioning of the criminal
justice system.

c. Part C-Bureau of Justice Statistics
Grants. Part, C funds are awarded as

*grants, cooperative agreements or
contracts with public agencies,
institutions of higher education, private
organizations or private individuals.
These funds are to provide for and
encourage the collection and analysis-of
statistical information concerning crime,
(including white-collar crime and public
corruption), juvenile delinquency and
the operation and related aspects of the
criminal justice system and to support
the development of information and
statistical systems at the Federal, State
and local levels to improve their efforts
to measure and understand these levels
of crime.'

d. Part D-Formula Grants Program.
Part D funds are awarded as grants to
States and units of local government to
provide assistance forimprovements in
and coordination of their criminal
justice activities. The grantor agency
awards these funds to States on the
basis of population or on a four-part
formula taking into account population,
crime ra(e, tax rate and criminal justice
expenditures of each jurisdiction. The
four-part formula only comes into effect

I " - "
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if the Formula Grant appropriation
exceeds the FY 1979 appropriation for
Parts C and E. Within each State,
entitlement jurisdictions (cities, counties
and combinations of jurisdictions with a
population of 100,000 or more) are
entitled to receive grants from the
formula grant if the entitlement
jurisdiction expends at least .1q percent
of the total State and local criminal
justice expenditures, and provided that
the entitlement jurisdiction would
receive at least $50,000. In addition,
each State shall provide that at least
$50,000 of the Federal funds awarded to
it for any fiscal year be made available
to the Judicial Coordinating Committee
jCC).

e. Part E-National Priority Grants
Program. Part E funds are awarded as
grants to States, units of local
government and combinations of such
units for carrying out programs that, on
the basis of research, demonstration or
evaluation, have been shown to be
effective or innovative and to have a
likely beneficial impact on criminal
justice.

f. Part F-Discretionary Grants
Program. Part F funds are awarded as
grants to States, units of local
government, combinations of such units
or private non-profit organizations to
provide for.

(1) programs to improve and
strengthen the criminal justice system;

(2) programs to improve planning and
coordination;

(3) programs to assure the equitable
distribution of funds among criminal
justice components;

J4) programs to prevent and combat
white collar crime and public corruption;

(5) court and corrections system
improvements-

(6) organized crime programs, and
activities to disrupt illicit commerce in
stolen goods and property; and,

(7) community and neighborhood anti-
crime efforts.

g. Part G-Training and Manpower
Development. Part G funds are awarded
as grants or contracts to provide for
prosecutor training and training of
criminal justice personnel.

h. Joint Use of Funds. Funds awarded
under the various parts of the Justice
System Improvement Act and the
Juvenile Justice Act are to be used for
programs and projects in compliance
with the legislative intent of each
respective part. In addition, there are
several instances where, by statute.
Congress intends that funds be jointly
used.

(1) Juvenile Justice Maintenance of
Effort. Under Section 1002 of the JSIA.
there shall be maintained, for each fiscal
year, at least 19.15 percent of total

grantor agency appropriations for
juvenile delinquency programs with
primary emphasis on programs for
juveniles convicted of criminal offenses
or adjudicated delinquents on the basis
of an act which would be a criminal
offense if commited by an adult. This
19.15 percent requirement includes both -
administrative and action funds
expended for purposes consistent with
the Juvenile Justice Act. These funds are
in addition to the funds appropriated
under Section 261(a) of the Juvenile
Justice Act.

(2) State Planning. In conjunction with
Part D of the JSIA. formula funds from
the Juvenile Justice Act may be used to
develop a comprehensive application or
for other pre-award activities associated
with such a Comprehensive application
and to pay that portion of the
expenditures which are necessary for
efficient administration, including
monitoring and evaluation. The amount
of Juvenile Justice [J] formula funds
used for such purpose, however. may
not exceed 7 percent of the total
annual allotment.

(3) Other Federal Programs. At the
discretion of the grantor agency, a State
may utilize up to 25 percent of its JJ
formula grant funds to meet the non-
Federal matching requirement for any
other Federal juvenile delinquency
program grant excluding grantor agency
(LEAA. NIJ or BIS) programs.

12. Statutory Requirements. In
addition to the broad fiscal provisions of
the Justice System Improvement Act, as

defined in paragraph 10, there are a
number of specific financial
requirements to which grantees and
subgrantees must adhere. These
requirements are identified below:

a. "Pass-Through"Requiremenri An
obligation on the part of the States to
make grant funds available to units of
local government, or combination of
local units. The pass-through
requirement is applicable for action
funds (Part D formula) for FY 1980
(transition year] and juvenile justice
formula funds. The same percentages
are required as under the Crime Control
and Juvenile Justice Acts. (Refer to
Figure 2-2 of this chapter.) The
accounting and documentation for State
expenditure of the pass-through on
behalf of local units of government is
also the same. (Refer to paragraph 18aj

b. Buy-In. This requirement is
applicable to the total aggregate Part D
Formula funds for FY 1980 only which
each state is required to pass-through to
units of general local government or
combination of local units. Each state
must provide in the aggregate for FY
1980 (transition year) Part D Formula
grants not less than 50 percent of the
required non-Federal share. There is no
buy-in requirement for FY 1981-1983
funds. This requirement DOES NOT
apply to those states granted waivers.

c. Federal Participation Ratios. The
ratios for Federal participation in the
funding of programs or projects out of
the Justice System Improvement Act are
shown in Figure 2-1.
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(1) Part A-CommunityAnti-Crime *
Funds. Federal participation may be-up
to 100 percent. -

(2) Part B-National Institute of
Justice Funds. Federal participation ffiay
be up to 100 percent.

(3) Part C-Bureau of Justice,
Statistics Funds. Federal participation
may be up to 100 percent.

(4) Part D-Formula Funds (Action).
Maximum Federal participation is 90
percent for fiscal year 1981-1983.
Federal participation is 100 percent for
waiver States and 90 percent for non-
waiver States for fiscal year 1980.

(5) Part D-Formula Funds
(Administrative). Maximum Federal
participation is 50 percent for fiscal year
1981-1983. Federal participation is 50
percent for waiver States and 10 percent
for non-waiver States for fiscal year
1980.

(a) State. The State may use an
amount up to 71/2 percent of its total
formula grant for administrative
purposes. The Federal share of these
funds is provided proportionately out of
the State share and balance-of-State
share of the formula grant. An
additional $200,000 for the State-and
$50,000 for the Judicial Coordinating
Committee (JCC) is allowed for
administrative purposes and is match
free. CICs without JCCs will be eligible
to retain the-$50,000 for use in
administeringgrants to the courts under
arrangements agreed .to with the courts.
(The $200,000 for administrative
purposes, match free, applies to the
waiver States for fiscal year 1980 and all
States for fiscal year 1981-1983.)

(b) Judicial Coordinating Council
(JCC). The JCC may use an amount up to
71/2 percent of its allocation for
administrative purposes and this must
be matched on a dollar-for-dollar basis.
An additional $50,000 is allowed for-
administrative purposes and is match
free.

(c) EntitlementJurisditlon. The
entitlement jurisdiction may use an
amount up to 71/2 percent of its
allocation for administration. The first
$25,000 of the administrative funds is
match free and the remaining funds
must be matched on a dollar-for-dollar -
basis. The entitlement jurisdictions may
join a combination and aggregate the
match free funds with the $25,000 of the
other entitlement jurisdictions.

(6) Part E-National Priorty Funds.
Maximum Federal participation is 50

percent for fiscal year 1981-1983.
Federal participation for fiscal year 1980
(transition year) will be determined by
the grantor agency.

(7) Part F-Discretionary Grants.
Maximum Federdl participation may be
up to 100 percent for fiscal year 1980-
1983. Federal participation for fiscal
year 1980 (transition year) will be
determined by the grantor agency. Fifty
percent match will be required for
projects extended or renewed for the 4th
and. 5th years except for management
and administration of national nonprofit
organizations under Section 602(1).

(8) Part C-Training and Mampower
Development Funds. Maximum Federal
participation may be up to 100 percent.
Educational Development funds under
Section 705(e) require a grantee match
of 25 percent of the total project costs.

d. Hard Match Rtquirements.
(1) The Justice System Improvement

Actprovides that the non-Federal share
of the cost of any program or project
under Parts D, E and Fshall be cash.

(2) Sour'ce and Type of Funds. Hard
match (cash) may be applied from the
following sources:

(a) Funds from State and local units of
F government that have a binding
commitment of matching funds for
programs or-projects. -

(b) Funds from the following:
1. Housing and Community

Development Act of 1974
2. Appalachian Redevelopment Act
3. General Revenue Sharing Act
4. Part D formula USIA) forParts E

and F programs and projects- ,I
-(c) Funds contributed fom private

,sources-
- (3) Match for Part D Formula Funds.
(a) Administrative Funds. An

entitlement jurisdiction MAY use any
overmatch in administrative funds to
match actionfunds.

(b) Action Funds. An entitlement
- jurisdiction MAY NOT use overmatch in

action funds to match administrative
funds.

(4) Timing of Matching Contributions,
Matching contributions nee~d not be.
applied at the exact time or in
proportion to the obligation of the
Federal funds. However, the full
matching share must be obligated by the
end of the period for which the Federal
funds have been made available for
obligation under an approved program
or project.

(5) Records for Match. All grantees
must maintain records which clearly

show the amount and the timing of all
matching contributions. In, addition, If a
program or project has included within
its approved budget, contributions
which exceed the required matching
portion, the grantee must maintain
records of them in the same manner as It
does the grantor agency funds and
required matching shares. For all Part D
Formula funds, the CJC or the
entitlement jurisdiction has primary
responsibility for subgrantee compliance
with the requirements. For all Part E and
F funds, the grantee and the subgrantee
or contractual recipient have shared
responsibility for ensuring.compliance,
with the requirements regarding
matching shares.

(6) Waiver of Match.
(a) Section 401(b) of the JSIA provides

that grantor agency programs to Indian
tribes or aboriginal groups may be
awarded with ,o required matching
contribution where the tribes/groups do
not have sufficient funds to meet the
matching share. List of Indian entitles
entitled to apply for waiver are
available from the U.S. Department of
Interior. The following policies and
procedures establish the process to be
employed in seeking these special
waivers.

1. Individual Waivers. Requests for a
waiver of matching funds from Indian
tribes or other aboriginal groups must be
supported by a formal letter of
certification stipulating that match for
the application cannot be provided. This
certification must be executed in name
and title by the recognized leader(s) of
the applicant Indian group.

2. Fiscal Year Waivers. The grantor
agency may, at it discretion, delegate
the authority to grant waivers to the
CJC. This may cover some or all of the
entities in a State. The waiver authority'
permits the CJC to approve all
applications at 100 percent funding from
entities during the fiscal year, provided
that a certification is obtained from each
applicant and forwarded to the grantor
-agency in Washington. Requests for
fiscal year waivers must be supported

_6y a statement from the CJC Director,
and approved by the Governor of the
State, that each Indian entity covered by
the request is unable to provide non-
Federal funding for that fiscal year.I (b) Section 401(b) of the JSIA provides
that grantor agency funds may be
awarded with NO required matchihg
contribution where a unit of State or
local government, due to budgetary

-constraints, is unable to provide the

I I Il l I I
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match [i.e., hardship case For the
required policies and procedres for
requesting waivers for hardship. refer to
28 C R Past 31.

e. Pezmuxe Linitation. As required
by Section 44{)(2) NO Part D formula
grant funds may be expended far
programs which have as their primary
purpose general salary payments for
employees or classes of employees
within an eligible jurisdiction. Salary
payments as part of aapproved
program under Section 401a) of the ISIA
are allowable.

f. Equipment Limiation As required
by section 49{(c)(1}. NO grant funds
awarded under Part D may be used for
the putchase of eqipment or hardware
except as provided in Section 10Z(7), or
the payment of personnel costs, unless
the cost of such purchases or payments
is incumed as an iscidenWl and
necessary pert of a program of proven
effectimeness, a program having a record
of prouen success, or a program offering
high pwblabftt of improving the
functioingof the criminal justice
system fitcluding hulletproof vests). In
deternining whether to apply die
limilfton, consideration must be given
to the extent of prior funding from any
source in itat jmrisdiecbn for
subststial similar activities.

g. Coaustivction Li'ds tis. As
required by Section 4M,.X3j NO Part D
formula Sat ends may be expanded
for new oastiwutln punects. This
himitation does not apply to any
construction projects that were funded
under the Crime Conlool Act prior to the
passage of the JSIA and which were
budgeted in an approieml
Camprelensi'e Plan in anticipation of
receiving addifiimad Federal funding.
This type of cens r ction may continue
to be fiused under the J8BA for two
years. The definition of censtructioa is
"the erection, acquisitman or expansion
of mew or existing lpildings or other
physical facilities and the acquisition or
instagation of initial equipmea therefor,
but does not include renovatian. repair
or remodeling ."

h. N&&-Sppkmw. g of State or Local
Funds. The )SIA prohibits the use of
Federal funds to supplant State or local
funds. Refer to paragraph la for
proceduees and method of accounting
for the non-supplsting requirement.

i. Assiptian f Cost CJCs and
entitlement areas shell develop written
policies bthat specify the duration and
ration of Federal coninuation support
for particular classes of projects. CJC
policies shall apply to the projects of
State agencies (including the ludicial
Coordinating Committee] and balance-
of-state localities. Entitlement
jurisdiction policies shall apply to the

projects they administer. The policies of
the CIC and the entitlement jurisdiction
shall assure that Part D formula grant
assistance for a project does not exceed
three years except under certain
circumstances. For exceptions to this
policy, refer to 28 CFR Part 31.

j. Adequate Share. Section 4033(aX5)
requires that an adequate share of Part
D formula funds shall be allocated to
courts, corrections, police. prosecution.
and defensive programs. Also. Section
402(c)14) and (5) requires that
entitlement jurisdictions assure
adequate funding for courts and
correction programs based on their
share of courts and corrections
expenditures. For details regarding
adequate share, refer 28 to CFR Part 31.

k. Reimbursement For Unused
Equipment LEAA may require a grantee
or other recipient of funds (Parts A. D. E
or F) to reimburse LEAA for the federal
share of the cost of any unused
equipment OR require that appropriate
measures be taken to put such
equipment into use where:

(1) the purchase was in connection
with a program or project funded by
LEAA

(2) the aggregate cost was $100,000 or
more; and,

(3) the equipment was not put into use
within one year of the date set for
commencement at the time of purchase
or has not oontinued in use during its
useful life.

13. Retoy Rquiremnt.
a. F& addition to statutory

requirements, the award and
administration of gent and subgrant
funds are subject to applicable
regulations and policies that have been
promulgated by the Office of
Management and Budget (OMB), the
General Acounting Office and U.S.
Treasury. Grantee, subgrantee and
contractor organizations should
maintain, or have access to, copies of
documents which present additional
detailed guidance relating to the award
and administration' of grants, subgrants,
and contracts. The following documents
are particulirly important to grantees.
subgrantees and contractors.
Contribution rations of grantor agency
programs are unaffected by the
documents and, where authorizing
legislation contains explicit restrictions
on the reimbursement of particular
costs, such restirictions are also
unaffected.

(1) Cede of Federal Regulations
(Titles 28 and 41). These Titles set furth
grantor agency program and
administrative regulations applicable to
all Federal grants.

(2) FederalRegister. This publication
is issued, to announce major proposed

and final rule making issuances,
including announcements of new
programs and regulations, as well as
policies issued by the Office of
Management and Budget and the
Federal grantor agency.

(3) Federal Management CLcuLar
(FMC) 73.7. Administration of College
and University Research Grants. This
circular establishes policies and
procedures for the administration of all
research grants awarded to educational
institutions.

(4) Office of Management and Budget
(OMB) CircularA21, Cost Principles for
Educational Institutions. This circular
establishes princtiples for determining
costs applicable to grants and contracts
with educational institutions. (Refer to
Appendix 1)

(5) Federal Management Ckilar
(FMC) 74.4. Cost Principles Applicable
to Grants and Contracts with State and
Local Governments. This circular
establishes principles and standards for
determining costs applicable to grants
and contracts with State and local
governments. (Refer to appendix 2)

(0) Office of Management andBudget
(OMB) CircudkrA 73 (revised), Audit of
Grants-in-Aid to State and Local
Governments. This circular sets forth
policies to be followed in the audit of
Federal grants-in-aid to State and local
governments.

(7) Qffice of Management and Budget
(OMB) CirculaA-8 (revised. Indrect
Cost Rates, Audit ajd Audit Followup at
Educational Institutions. This circular
provides policies for. establishing
indirect cost rates; auditing; correcting
systems deficiencies; and, resolving
questioned costs applicable to grants.
contracts and other agreements with
educational institutions.

(8) Office of Management and Budget
(OMB) CircularA-IOZ Uniform
Administrative Requirements for
Grants-in-Aid to State and Local
Governments. This circular establishes
standards for the administration of
grants to State and local governments.
(Refer to appendix 3)

(9] Office of Management and Budget
(OMB) CIrcularA-Zita Grants and
Agreements with Institutions of Higher
Education. Hospitals and Other Non-
Profit Organizations. This circular
establishes standards for the
administration of grants to institutions
of Higher Education, Hospitals and
other non-profit organizations. (Refer to
appendix 4]

(10) Office of M1anagement and Budget
(OMB) CircularA-11, Jointly Funded
Assistance to State and Local
Governments and Non-Profit
Organizations. This circular establishes
policies and procedures to be followed
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in the joint funding of related programs
of Federal assistance to State' and local
governments and non-profit
organizations.

(11) Office of Management and Budget
(OMB) Circular A-122, Cost Principles
for Non-Profit Organizations. This
circular establishes principles for
determining costs of grants, contracts,
and other agreements with non-profit
organizations. (Refer to appendix 5)

b. Copies of the documents referred to
in paragraph 13a(l) through 13a(11) are
available in booklet form from the _
Office of Administration, Publications
Units, Room G 236, New Executive
Office Building, Washington, DC 20503.

14. Administrative Requirements.
a. Applicability of Circulars. This

requirement is the same as under the
Crime Control and Juvenile Justice Acts.
Refer.to paragraph 20a -of.this chapter.

b. Other Administrative
Requirements.

(1) Prior Approval of Cost Items.
Written approval of grant and subgrant
costs is required for specific cost items.
Those costs generally requiring grantor
agency, CJC or entitlement jurisdiction
approval are discussed in detail in
Chapter 5. I .

(2) Reprogramming of Funds,
(a) CC
1. The movement Of funds from one

program to another program contained
in an approved, State formula award,
which results in a cumulative increase
or decrease in the budgeted total cost
for any program of more than 25 percent
must be approved by the grantor agency
prior to the expenditure of funds. The
grantor agency will consider retroactive,
approval only in extremely unusual
circumstances. When such retroactive
approval is not considered warranted,
the grantor agency will exercise its
option to reduce the grant by the amount
of the unauthorized reprogrammed
funds. (Refer to paragraph 66b of this
guideline manual for prior approval
requirements.)

2. Prior OJJDP approval is necessary
for any reprogramming of Part D formula
funds out of juvenile justice programs. In
addition, OJJDP musl be notified of any
reprogramming of funds which increases
the juvenile justice maintenance of
effort share for a specific state.

(b) Entitlement Jurisdictions. The
movement of funds from one program-to
another contained in an approved
entitlement jurisdiction award requires
the prior approval of the CJC. (Refer to
paragraph 66b of this guideline manual
for prior approval requirements.)

(3) Redesignation-of Fund Year.
.Criminal Justice Councils and
entitlement jurisdictions are prohibited
from changing Part D formula grant and

"subgrant awards, and their related
obligations and expenditures, from one
fiscal year to another fiscal year.

(4) Commingling of Funds. The
accounting systems of all grantees and
subgrantees must insure that grantor
agency funds are not commingled with
funds from other Federal agencies. In /
addition, grantees and subgrantees are
prohibited from commingling funds on
either a program by program basis or a
project byproject basis. Funds
specifically budgeted and/or received
for one project cannot be used to,
support another. Where a grantee's or
subgrantee's accounting system cannot
comply with this requirement, it is
recommended that the grantee or
subgrantee establish a system to provide
adequate fund accountability for each
project which it has been awarded.

15. Reserved.

Section 2. Omnibus Crime Control and
Juvenile Justice Acts

16. General. The section sets forth-the
program requirements relating to general
fiscal administration for grants,
contracts and other agreements funded
by the grantor agency under the
Omnibus Crime Control and Safe Streets
Act of'1968 (Crime Control Act), as
amended, dnd the Juvenile Justice and
Delinquency Prevention Act of 1974
(Juvenile Justice Act), as amended. This
section is applicable to programs and
projects funded through fiscal year 1979
f6r the Crime Control Act and through
fiscal year 1980 for the Juvenile Justice
Act. The fiscal and administrative
requirements applicable to all grantees,
subgrantees, contractors and other
organizations under Federal agreements
are explained in three stages. First, the
source and nature of funds awarded are
defined. Subsequently, the section
explains the respective fiscal
requirements imposed by statutes,
Federal grant-in-aid regulations, and
administrative regulations.

17. Source and nature of funds.
Federal funls'provided for the
improvement of law enforcement and
criminal justice programs, as authorized
and appropriated by the Crime Control
Act and the Juvenile Justice Act, may be
used for, comprehensive planning;
implementing law enforcement and
criminal justice action programs; or
sponsoring specific training, education,
research and demonstration projects.
The following subparagraphs explain
how the funds are awarded and what
they are to be used-for.

a. Basis of Awards. Funds are
awarded as formula and block (planning
and action) grants, categorical (i.e.,
discretionary, technical assistance,

research and development, etc.) grunts,
contracts and other agreements.

(1) Formula and Block grants are
awarded to the States on the basis of
their general population and specific
target group populations, such as the
number of youths under age 18.

(2) Categorical grants and cooperativo
agreements are awarded to States, units
of local government or private (profit/
non-profit) organizations at the
discretion of the grantor agency. Most
categorical awards are competitive in
nature.

(3) Contracts are awarded by the
grantor agency, CJCs, and other grantees
or subgrantees to both profit and non-
profit organizations. With the exception
of a few justified sole-source situations,
contracts are awarded via competitive
procurement processes.

(4) Other forms of funding include
interagency agreements and purchase of
service arrangements, which are usually
entered into by two governmental dunits
or agencies. Such funding arrangements
are negotiated by the entities Involved.

b. Funds Available Under the Crime
ControlAct. Title I of the Crime gontrol
Act authorizes four types of funds. CJCs
may use any of these funds to award
subgrants or contracts or to enter into
other financial arrangements for the
procurement of goods and services.
Other grantees/subgrantees may use
these funds to award contracts or to
enter into other financial'arrangements
for, the procurement of goods and
services.

(1) Part B-Planning Grants. Planning
grants are for the use of States and units
of general local government in
developing and adopting comprehensive
law enforcement and criminal justlcq
plans. The grantor agency awards these
funds to the States on a formula basis,
Each State then sub-awards a portion of
jts allocation to units of local
government. In addition, each state shall
provide that at least $50,000 of the
Federal funds awarded to them for any
fiscal year be made available to the
judicial planning committee.

(2) Part C-Action Qrants for Law
Enforcement Purposes. Grants funded
under this Part are for the actual

'implementation of State and local
programs to improve and strengthen law
enforcement and criminal justice. The
grantor agency awards 85 percent of
these funds to the States on a formula
basis and the remainder as either
categorical grants, cooperative
agreements or contracts,

(3] Part D-Tralning, Education,
Research, Demonstration and Special
Grants. Part D funds are for the
development of new methods for the
prevention and reduction of crime. The
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grantor agency awards these funds as
either categorical grants, cooperative
agreements or contracts.

(4) Part E-Action Grants for
Correctional Institutions and Facilities.
Grant funds available under this Part
are for the construction, acquisition and
renovation of correctional iwstutions
and facilities, and for the improvement
of coreetional programs and practices.
The grantor agency awaeds 50 percent of
these funds to the States on a formula
basis ani the iemamig So percent as
categorical grants to either CJCs or units
of general local government.

c. Funds Availake Ut der Me Juvenile
Justice Act. Title ]Iof the Juvenile
Justice Act a4thorizes three types of
funs. CC s may use any of these funds
to award subgrants or contracts or to
enter into other financial arrangements
for the procurement Of goods and
services. Other grantees/,subgrantees
may use these funds to award contracts
or to enter into other financial
arrangements for the procurement of
goods and services.

(1) Part B, Su part I--Fazua Grands.
Funds available under this subpart are
used for various general activities to
improve the overall juvenile justice
system. Seventy-five percent of the
funds appropriated for Part B are
avwarded by the grantor agency to the
States on the basis of relative
population of youths under age eighteen.

(2 Pmt B, Subpart i-Special
Emphasis Prevention and Treatment
Programs. Funds aveiable under this
subpart are used for the promotion of
specific programs designed to develop
new approaches for dealing with youths
in trouble. Twenty-five percent of the
funds appropriated for Part B are
awarded directly by the grantor agency
as either categorical grants, cooperative
agreements or contracts.

(3) Part C, National Institute for
Jreik lstice mod Ddinmency
Prevention. Funds made available
through the National Institute are used
for the collection, preparation and
dissemination of useful data and
techniques regarding the treatment and
control of juvenile offenders. All funds
are awarded as either categorical
grants, cooperative agreements or
contracts.

d.. Jit Use of Fnds. Funds awarded
under the various parts of the Crime
Control Act and the Juvenile Justice Act
are to be used for programs and projects
in compliance with the legisliive intent
of each respectve part. In addition,
there are several instances where by
statute Congress intends that funds be
jointly used.

(1) Juvenile Justice Maintenance of
Effort. Under Section 261(b) of the

Jmvemile Justice and Delinquency
Prevention Act and Section 520(b) of the
Crime Control Act of 1976, there shall be
maintained for each fiscal year at least
19.15 percent of the total grantor agency
appropriations for juvenile delinquency
programs. This 19.15 percent
requirement may include both
administrative and action funds
expended for purposes consistent with
the Juvenile Justice Act. These funds are
in addition to the funds appropriated
under Section 261(a) of the Juvenile
Justice Act.

(2) Funding for Corrections. Funds
under both Parts C and E of the Crime
Control Act may be used for the
improvement of correctional programs
and facilities. Under the Part E
compliance requirement, however, a
State must provide assurance that part E
funds will not be used to reduce the Part
C funds which a State would normally
allocate to corrections.

(3) State Planning. In conjunction with
Part B of the Crime Control Act, formula
funds from the Juvenile Justice Act may
be used to develop a State plan or for
other pre-award activities associated
with such State plan and to pay that
portion of the expenditures which are
necessary for efficient adminitration.
including monitoring and evaluation.
The amount of juvenile Justice 0J)
formula funds used for administration,
however, may not exceed 7 percent of
the total annual allotment.

(4) Other Federal Programs. At the
discretion of the grantor agency, a State
may utilize up to 25 percent of its JJ
formula grant funds to meet the non-
Federal matching requirement for any
other Federal juvenile delinquency
program grant excluding grantor agency
(LEAA, NIJ or BJS) programs.

18. Statutory Requirements. In
addition to the broad fiscal provisions of
the Crime Control Act and the Juvenile
Justice Act, as defined in paragraph 17,
there are a number of specific financial
requirements which must be adhered to
by grantees and subgrantees. These
requirements are identified below:

a. "'Pass-Through"Requirenent. An
obligation on the part of the States to
make grant funds available to local units
of government, or combinations of local
units, as follows:

Figure. 2--t&-y of Pws-7hrotub to
Unks of Gene&a Local Government

Fmd "a Ap kebft P

Part a Pasmn 7g. Yes 40.
Pat C Block Yes - VWM Pass.

JJ Forrmk- Yes- 6%.
ANo eWw gsow No -

(1) PaBd B-.laifngRun Forty
percent of a State's Federal planning
grant funds must be passed-through to
general local units of government, or
combinations of local units, unless a
waiver has been obtained.

(2) Part C-Grants for Law
Enforcement or Crifrinalfrstice
Purposes (Action Funds]. A variable
percentage of a State's Federal block
action grant funds must be passed
through to units of general local
government or combinations of local
units. This percentage is determined by
calculating the ratio of the total non-
Federal local expenditures for criminal
justice system operation to the total
non-Federal expenditures for all
operations of the criminal justice system
within the State during the preceding
fiscal year.

(3) ff-Formul Grants. At least 66%
percent of funds received by the State,
excluding funds made available to the
State advisory group, are to be made
available for programs to local units of
government or combinations of local
units.

(4] Accounting and Documentation far
State Expenditure of Pass-Thro wh
Funds on Behalf of Local Units of
Government. CjCs may expend, on
behalf of units ofngeneral and local
government, the "pass-through" portions
of Part B planning funds, Part C block
action funds and II formula funds
providing the following conditions are
met.

(a) PriorApproval. The cost of
services provided by the State. or direct
outlays by the State on behalf of local
units of government. may be charged as
funds made available to local units only
with the specific prior approval of the
CJC and the local unit(s) to which the
services will be made available.

(b) Documentation. CJC records shall
contain explicit documentation of
consent for such expenditures. Although
no special form of documentation.
accounting or recording needs to be
used, board meeting minutes, signed
certifications or waivers, or written
records of local government meetings
called for this purpose are
recommended.

b. Buy-In. This requirement is
applicable to the total aggregate Part B
and Part C funds which each State is
required to pass-through to units of
general local government or
combinations of local units. Each State
must provide in the aggregate for Part B
planning and Part C block action grants
not less than So percent of the required
non-Federal share.
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Figure 2-3.-Summary of Buy-In Requirement

Required
- percent-

age of
non-

Fund typo 'pplicability Federal
share to

be
supplied
by State

Part B Planning .......... Yes (1) (2)s......... 50
Part C Block (incliding Yes (3) . 50

construction).
All Other Grantor No .......

Agency Funds.

(1) Applicable only to REQUIRED Pass-Through of 40%.

2) Not applicable to Grants Awarded to Regional Planning
Units

(3) Applicable only to REQUIRED Variable Pass-Through
for state. -

c. Federal Participation Ratios. The'
ratios for Federal participation in the
funding of programs and projects are
shown in figure 2-4.

(1) Part B Planning Funds. Maximum
Federal participation is 90 percent.The
ratio may go as high as 100 percent'
funding to regional planning units. (For a
definition of regional planning units,
refer to the effective edition of Guideline
Manual 4100.1, State Planning Agency
Grants.)

(2) Part C and Part EAction Funds.
Maximum Federal participation is go
percent for Part C and Part E action
funds except for construction under Part
C block which is 50 percent.

(3) Part D. A grant authorized under
this part may be up to 100 percent of the
total cost of each project for which.the
grant is made. Grants using educational
development funds are funded at 75
percent Federal participation and 25
percent match.

(4) ff Formula Funds.
(a) For FY 1978 and prior years. -

obligated funds, the Federal funds
awarded may not exceed 90 percent of
the costs of programs and projects
funded. The non-Federal share of such
costs, therefore, must be at least 10
percent.

(b) For FY1978 and prior years
unobligatedfunds (as of October 1,
1978), the Federal funds awarded may
be up to 100 percent of the costs of
programs and projects. Any required
non-Federal share (up to 10 percent of
such costs) will be determined by the'
CJC.

(c) For FY 1979 and subsequent years
funds, the Federal funds awarded shall
be at 100 percent of the costs of projects
and programs funded.

(5) Exceptions. Federal participation
for all construction projects funded by
Part C block and juvenile justice grants
is limited to 5o percent. Federal
participation for all grants awarded to
insular areas (i.e., Virgin Islands, Guam,
American Samoa, the Trust Territory of

OJARSM 71o0.1B

Figure 2-4.--Summary of Match R4equirements Under Crime ControlAct and Juvenile Justico Act

Funit type March Percentage Type of match Appropriated
requirement

Part A-Community Anti-Crime.... No----- ................ .... .. . . ................
Part B-Placng ------ Yes' _ 10 Cash _....... Aggregated.
Part C-Block.

Operational. ...................... Yes...... 10 Cash........ (I) On a project by project basis or a pro-
ConstrUction.. ............ Yes___. 50 Cash-...... gram by program basii If the CJC adopts

Part .
Discretionary-Awarded by Yes.........

grantor agency (including
construction).

Part E-Awarded by grantor
agency or state agency.

Block & Discretionary
including construction).

this more restrictive procedure as a formu-
la; or

(2) On a combination of the above, It the CJ0
adopts this more restrictive procedure as 8
formula and with prior approval of the
grantor agency, or

(3) A unit of government basis, Lo., by city,
county, or by CJC.

10 Cash ....... (1) A project by project basis: or
(2) On an overall program bas when specif.

to unit of government receives discrtionlry
funds for coordinated program funds.

Yes ....... 10 Cash......... Block-same as Part C block above.
Discretonary--Same as Part C discretionary

above. .
Part 6 Research. Development No........... ..........

and Evaluation.
Pat D. Training ._..... _ _ __... ... N .... .. . . . . .... .. ............. ._ ........ ... ................................ , ................,

Part D: Education (excluding No.................... ........... .. ...... ..... ... ,. .. ... .
Curriculum Development). I

Part D: Curriculum Development.... Yes.... 25 Cash or in- A project by project basis.
kind.

Part F: -
Systems and Statistics- _ No.--.... No....................... .......................... ..
Technical Assistanbe .... No.....- .............. .......................................

Juvenile Justice-Formula
Subgrants to CJCs or Units of
Local government:

For FY 1978 and prior years
obligated funds.

For FY 1978 and prior years
unoligareu runds tas of
October 1, 1978).

For FY 1979 and subsequpnt
years funds.

Subgrants to Private Agencies:
For FY 1978 and prior years

obligated funds.

For FY 1978 and prior years
unobligated funds (as of
October 1. 1978) and
subsequent years funds..

Juvenile Justice-Special
Emphasis (Categorical):

For FY 1978 and prior years Yes
46 

........
obligated funds.

For FY 1978 and pror years Yes
7

......
unobligated funds (as of - -

October 1. 1978)'and
subsequent years funds.

Yes 54 
4 

10  Cash .. .. . .. .. . ( 1) O n a pr oj ec t by proj ec t basis o r a pro
,

gram by program basis It the CJ0 adopts
this more restrictive procedure as a formu,
la: or

(2) On a combination of the above, it the WO
adopts this more restrictive procedure as ta
formula and with prior apprOval of the
grantor agency; or

-(3) Unit of government basis, Lo,, by city,
county, or by CJC.

N4 .................. .....

No4 .,..... ... .. ... ...... .. ... .. ........... ................ ........... .............. ...,..,.... ..... ...... ....

Yes......... 10 Cash ............... (1) On a project by project basis;

(2) On a program by program basis If the COl'
adopts this procedure: or

(3) On an agency by agency basis If a given
private agency is the recipient of support
from more than one subgranL

No ............

10 Cash ................ .......................... ..............

............ ........ ,... .. .... ,............ .... .,.,..........,. ....... ,.......

I Federal participation may be up to 109% funding to regional planning units.
2Cash or in-kind as determined by the grantor agency.
3A required non-Federal share (up to 10 percent hard match).4
A required non-Federal share (50% hard match) is required for construction projects.

5 A non-Federal share (10% hard match) may be required by the CJC on FY 1978 funds.
CCash requirements may be waived by grantor agency in whole or in. part and In-kind match substituted.
'A required non-Federal share of 10% hard match (money, facilities or services) can be required by'grantor agency,
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the Pacific Islands, and the Government
of the Northern Mariana Islands) shall
be at 100 percent.

d. Hard Match Requiremerits. The
Crime Control Act provides that the
non-Federal share of the cost of any
program or project under Parts B, C and
E shall be new money appropriated in
the aggregate by the State or local unit
of government. Individual categorical
grant recipients may provide an
aggregate amount of cash to be used and
applied as Federal grants are received,
or may appropriate match for each
categorical grant on an individual basis.
The following is a discussion of how the
matching contribution may be provided.

(1) Hard Match may be applied from
the following sources:

(a) Funds from State and local units of
government, that have been identified in
their budgets or appropriations as a
binding commitment of matching funds
for programs or projects;

(b) Funds from the Housing and
Community Development Act of 1974;

(c) Funds contributed from public and
private sources;

(d) Funds from Applachian
Redevelopment Act, and

(e] Funds from General Revenue
Sharing Act.

(2) New Funds may be calculated on
the basis of:

(a) The amount of increase in cash
input to a program or project from the
previous year's hard match and non-
recurring items; or

(b) The extent to which the current
cash input exceeds the previous three
years average input, less the previous
year's hard match and non-recurring
items.

(3) Salaries of PersonneL Salaries of
personnel transferred to a grantor
agency project may not be considered
hard match unless the vacancies created
by their transfer are filled by personnel
whose salaries are from appropriated
State or local funds.

e. Timing of Matching Contributions.
Matching contributions need not be
applied at the exact time or in
proportion to the obligation of the
Federal funds. However, the full grantee
and/or subgrantee matching share must
be obligated by the end of the period for
which the Federal funds have been
made available for obligation under an
approved program or project. Grantees
and subgrantees receiving State
appropriated buy-in funds as part of
their match may wish to obligate those
funds earlier on in the project in order to
prevent their lapsing after completion of
the State's fiscal year.

f. Records for Match. All grantees
must maintain records which clearly
show the amount and the timing of all

matching contributions. In addition, if a
program or project has included within
its approved budget contributions which
exceed the required matching portion,
the grantee must maintain records of
them in the same manner. as he does the
grantor agency funds and required
matching shares. For all planning and
block action funds and for JJ formula
funds, the CJC has primary
responsibility for compliance with the
requirements. For all categorical funds.
including JJ Special Emphasis grants, the
grantee and the subgrantee or
contractual recipient have shared
responsibility for ensuring compliance
with the requirements regarding
matching shares.

g. Waiver of Match for Indian
Applications. Sections 301(c) and 306 of
Title I provide that grantor agency
programs or projects to Indian tribes or
aboriginal groups may be awarded with
no required matching contribution
where it is the case that the group does
not have sufficient funds available to
meet the matching share. Lists of Indian
tribes entitled to apply for this wavier
are available from the U.S. Department
of Interior. The following policies and
procedures establish the process to be
employed in seeking these special
waivers.

(1) Individual Waivers. Requests for a
waiver of matching funds from Indian
tribes or other aboriginal groups must be
supported by a formal letter of
certification stipulating that match for
the Indian application cannot be
provided. This certification must be
executed in name and title by the
recognized Indian leader(s) of the
'applicant Indian group.

(2) Fiscal Year Waivers. The grantor
agency may at its discretion delegate the
authority to grant waivers to a CJC. This
may cover some or all of the Indian
entities in a State. The waiver authority
permits the CJC to approve all
applications at 100 percent funding from
Indian entities during the fiscal year,
provided that a certification is obtained
from each application and forwarded to
the grantor agency in Washington.
Requests for fiscal year waivers must be
supported by a statement from the CJC
Director, and approved by the Governor
of the State. that each Indian entity
covered by the request is unable to
provide non-Federal funding for that
fiscal year.

h. One Third Personnel Limitation. As
required by Section 301(d) of the Crime
Control Act, not more than one-third of
any action grant made under Part C of
Title I may be expended for
compensation of police and other
regular law enforcement personnel
exclusive of time engaged in training

Feea Reise /Io.4,N.23/FiaOtbr3,18 oie
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programs or in research, development,
demonstration, or other short-term
projects (6 months or less). It is intended
that the use of part C block grant funds
for the salaries of personnel whose
primary responsibility is to provide
assistance, maintenance, or auxiliary
components of law enforcement
agencies shall not be subject to the
limitations set forth in Section 301(d).
Expenditures above this one-third limit
are not allowable as a charge on Federa,
funds but may be allowed as a grantee
contribution.

(1) Applicability. Subgrantees may
individually provide for expenditure of
more than one-third of Federal funds for
compensation of personnel provided
that the combined expenditures for all
programs and projects supported by the
block grant to the CJC do not exceed the
limit. This limitation is applicable to
categorical grants on an individual
basis.

(2) Exclusions. In applying the "one-
third" limitation, only the wages and
salaries of grantee or subgrantee
employees need be counted, and not
fees or other remuneration of non-
employee consultations or personnel
costs of private or educational
institution contracts providing services
to grantees or subgrantees. The
limitation does not apply to personnel
compensation under Part B planning
grants. Replacement or substitute costs
for personnel in training are not within
the statutory exclusion, but, where
Federal funds are used to reimburse the
subgrantee for compensation of
personnel "undergoing training
programs," this is within the exclusion
and the resulting savings can often be
applied toward replacement'manpower.

(3) Records. The CJC must maintain
records which demonstrate how it is
meeting the one-third limitation for law
enforcement and criminal justice
personnel. The method used shall be
considered'an integral part of its- official
records.

(4) Suggested Format. The following is
offered as a-suggested format for
documenting the one-third limitation.

(a) Estimated total personnel
compensation in all Part C programs,
exclusive of time spent in training,
research and development of short-term
projects: (a) $-.

(b) Estimated total law enforcement
and criminal justice personnel
compensation in all Part C programfs,
exclusive of time spent in training,
reseach and development or short-term
projects: (b) $ -  - --

(c) Estimated totalincreases in
personnel compensation of
implementing agencies, exclusive of

same compensation items included in
(b): (c) $-_

1 1d) Estimated expendituredfrom
Federal share for the increased
personnel compensation provided in (a)
above, exclusive of the same
,compensation items in (b) and not to
exceed 50 percent of (c): (d) $- .

i. Non-Supplanting of .State orLocal
Funds.

(1) The Act prohibits the use of
Federal fuffds to supplant State or local
fuhds. Each State must develop
procedures to comply with this
requirement and maintain these
procedures as part of the offidial records
of the State.

(2) Reqfiirement procedures shall
acbount for the lion-supplanting
requirement in the following manner.

(a) Certification. Certifications shall
be in witing and should be to the effect
that Fedefal funds have not been used Ic
replace-State orlocal funds that would,
in the absence of such Federal aid, be
made available for law enforcement and
criminal justice. Such certification may
be incorporated in prescribed grantee
reports and should be provided not less
than annually.

(b) Documentation. Certifications
shall be held in grantee's files for the
purposed of Federal audit. Any
certifications requiring special
explanations because of reduced or-
unchanged local investment in law
enforcement shall be forwarded to the
Sgrantor agency for informational
purposes.

(c) Combinations of Local Units.
Where grants are awarded to a
combination of local government units,
certifications should cover all
participating units and their combined
law enforcement expenditures.

j. State Assumptionof Costs. CJCs
must demonstrate the willingness of the
State and units of general local ,
government to assume the costs of
improvements funded by the grantor
agency (Crime Control act only),after a
reasonable period. The grantor normally
defines a "reasonable period" as three
years. Accordingly, each State must
establish procedures by which'
subgrantees will specify, in the last year
of their grants, what plans have been
made for eventual incorporation of some
or all project activities into the
operation of State orlocal governmental
agencies.

19. Regulatory Requirements.
a. In .addition lo statutory

requirements, the award and -

administration of grant and subgrant
funds are subject to applicable
regulations and policies thathave been
promulgated by the Office .of
Management and Budget (OMB), the

General Accounting Office and the U.S,
Treasury. Grantee, subgrantee and
contractor organizations should
maintain, or have access to, copies of
documents which present additional
detailed guidance relating to the award
and administration of grants, subgrants,
and contracts. The following documents
are particularly important to grantees,
subgrantees and contractors.
Cdntribution ratios of grantor agency
programs are unaffected by the
documents and, where authorizing
legislation contains explicit restrictions
on the reimbursement of particular
costs, such restrictions are also
unaffected. For a list of the regulatory
documents, refer to paragraph 13 of this
Chapter.

b. Copies of the documents rTferred to
in paragraph 13a(1) through 13a(1I) are
available in booklet form from the
Office of Administration, Publications
Unit', Room G 236, New Executive Office
Building, Washington, DC 20503.

20. Administrative Requirements.
a. Applicability of Circulars, The

basic grantor agency focus on the costs,
principles contained within the circulars
referenced in paragraph 13a is the
extent to which they contribute to the
purposes and execution of the grantor
agency programs. Accordingly:

(1).Grantees will each bear their
appropriate share of allocated costs as
allowable, not only under the
appropriate circular, but also under
State and local laws or regulatlohs and
grantee practices.

(2) Grantees and their subgrantecs
will accept responsibility for expending
and accounting for Federal funds in a
manner consistent with:

(a) Pertinent agreements and project
and/or program objectives, and

(b) Policieb and procedures that apply
uniformly both to federally assisted and
other activities of the grantee or
subgrantee.

(3) Grantees and their subgrantees
have the primary responsibility for
employing whatever form of
organization and management
techniques necessary to assure proper
and efficient administration and cost
allocation, including accounting,
budgeting, reporting, auditing and other
review controls.

(4) Grantees and subgrantees' costs
pertinent to carryiung out functions
unrelated to law enforcement programs
receiving grant support are not
allowable. There can be no recognition
of "profit" or other increase above true
costs to grantees or subgrantees In
executing grants.

B. Other Administrative
Requirq'nents
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(1) Prior Approval of Cost Items.
Written approval of grant and subgrant
costs is required for specific cost items.
This prior approval responsibility is
vested in either the CJCs, the
entitlement jurisdictions or the grantor
agency, depending upon the source of
funds and the amount of the cost. Those
costs generally requiring grantor agency,
CC, or entitlement jurisdiction approval
are discussed in detail in Chapter 5.

(2) Reprogramming of Funds.
(a) The movement of funds by the CjC

from one program to another program
contained in an approved State
Comprehensive Plan (latest approved
Attachment A), which results in a
cumulative increase or decrease in the
budgeted total cost for any program by
more than 25 percent, must be approved
by the grantor agency prior to the
expenditure of funds. Such
reprogramming will be deemed an
amendment of the grant application and
award and requires prior grantor agency
approval. (Refer to paragraph 66b for
prior approval requirements.) The
grantor agency will consider retroactive
approval only in extremely unusual
circumstances. When such retroactive
approval is not considered warranted,
the grantor agency will exercise its
option to reduce the grant by the amount
of the unauthorized reprogrammed
funds. The 25 percent reprogramming
limit will be effective as of the date of
this guideline manual and will apply to
active block planning and action and
juvenile justice formula funds.
Reprogramming of FY 1980 and prior
years block funds into programs for
which the sole or primary purpose is the
PURCHASE OF EQUIPMENT OR
HARDWARE or into programs for NEW
CONSTRUCTION IS PROHIBITED.
(Refer to Section 404(c) of the ]SIA)

(b) Prior OJJDP approval is necessary
for ANY reprogramming of Crime
Control funds out of juvenile justice
programs. In addition, the OJJDP shoitld
be notified of any reprogramming of
funds which increases or decreases the
juvenile justice maintenance of effort
share for a specific State.

(3] Funds Availability. Costs of
service provided by the State or direct
outlays by the State for or on behalf of
local units of government may not be
charged as funds made "available" to
local units without the specific approval
of both the GcC's supervisory board and
the local units to which the services will
be made available. A unit of general
local government means any city,
county, township, town, borough. parish,
village or other general purpose political
subdivision of a State or an Indian tribe
which performs law enforcement

functions as determined by the
Secretary of the Interior.

(4) Redesignation of Fund Year. CJCs
are prohibited from changing block
action, formula grant and subgrant
awards, and their related obligations
and expenditures, from one fiscal year
to another fiscal year. Refer to the
effective edition of Guideline M7100.4,
"Block and Juvenile Justice Formula
Grant Administration Requirements,"
for details.

(5) Comingling of Funds. The
accounting systems of all grantees and
subgrantees must insure that grantor

- agency funds are not comingled with
funds from other Federal agencies. In
addition. grantees and subgrantees are
prohibited from comingling funds on
either a program-by-program basis or a
project-by-project basis. Funds
specifically budgeted and/or received
for one project cannot be used to
support another. Where a grantee or
subgrantee's accounting system cannot
comply with this requirement, it is
recommended that the grantee or
subgrantee establish subsidiary
accounts or a system to provide
adequate fund accountability for each
project which it has been awarded.

21-23. Reserved.

Chapter 3. Award, Payment and
Financial Reporting Requirements

24. General. All grantees/subgrantees
of the Federal grantor agency are bound
by uniform award, payment and
financial reporting requirements. The
purpose of this chapter is to prescribe
the procedures which must be followed
by grantees/subgrantees in order to
properly initiate grant activities, receive
Federal advances or reimbursements for
expenditures, and report on grant
activities. Procedures may vary from
one type of grantee/subgrantee to
another (e.g., a CJC receiving formula D
funds versus a non-profit organization
receiving categorical funds).

25. Conditions of Award and
Acceptance

a. Award Document. After completion
of the internal review process, grant
applications designated for approval are-
formally awarded by the grantor agency
in the form of an issuance of an Award
document. This statement identifies the
Grantee and Subgrantee (if applicable),
the Period of Award, the Type and
Amount of Federal Funds and the
Award Number. As appropriate, Special
Conditions are included which the
grantor feels the grantee/subgrantee
must meet if he accepts the award. This
award notification process is applicable
to all grant applications approved for
award. All correspondence concerning
the award shall refer to the designated

Award Number shown on the Award
document.

b. Acceptance Procedures. *The Award
document constitutes the operative
document obligating and reserving
Federal funds for use by the grantee/
subgrantee in execution of the program
or project covered by the award. Such
obligation may be terminated without
further cause, however, if the grantee/
subgrantee shall fail to affirm its timely
utilization of the grant by signing and
-returning the signed acceptance to the
grantor agency WITHIN 45 DAYS from
the date of award. No Federal funds
shall be disbursed to a grantee/
subgrantee until the signed acceptance
has been received by the grantor
agency.

c. Special Cancellation Conditions for
Subgrants. The CJC must condition each
Part C and E block action and Part D
and JJ formula award to include the
following cancellation procedures. This
condition shall not be placed on CJC
awards to entitlement jurisdictions.

(1) Commencement Within 60 Days. If
a project is not operational within 60
days of the original starting date of the
grant period, the subgrantee must report
by letter to the CJC the steps taken to
initiate the project, the reasons for
delay, and the expected starting date.

(2) Operational Within 90 Days. If a
project is not operational within 90 days
of the original starting date of the grant
period, the subgrantee must submit a
second statement to the CJC explaining
the implementatioh delay. Upon receipt
of the 90-day letter, the CJC may cancel
the project and redistribute the funds to
other project areas. The CJC may also,
where extenuating circumstances
warrant, extend the implementation
date of the project past the 90-day
period. When this occurs, the
appropriate subgrant files and records
must so note the extension.

26. Payment of Grant Funds.
a. Applicability. The material

contained in this section deals with the
payment of funds to all grantees. The
procedures and regulations discussed
are applicable to all grant funds.

b. Annual Requirement Under
$120,000. Grantees, whose annual fund
requirement for all agency grants is less
than $120,0o, receive Federal funds on
a "Check Issued" basis. Upon receipt.
review and approval of a REQUEST
FOR ADVANCE OR
REIMBURSEMENT, H-3 Report, (LEAA
Form 7160/3) by the grantor agency, a
Voucher and Schedule for Payment is
prepared for the amount approved. This
schedule is forwarded to the U.S.
Treasury requesting issuance and
mailing of the check directly to the
grantee or its designated fiscal agent. A
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requestmust be limitedto the grantee's
immediate cash needs and subnitted at
least monthly, The H-3 Report, -along
with the instructions for its preparation,
is contained in appendix 6.

c. Annual Requirement Over $120,000. -
Grantees, whose annual fund -
requirement for all types of agency
grants exceeds $120,000, generally
receive Federal funds by utilizing the
"Letter of Credit",procedure. This
funding method is a cash management
process'prescribed by the U.S. Treasury:
for all major grant-in-aid recipients. All
CJCs must utilize the Letter of Credit. by
virtite of the funny levels contemplated
for them nder the Act. All forms and
instructions for using this method of
payments are contained in Appendix 7.

d. Check Issuance. All checks drawn
for the payment find requests, either
under the "Check Issue" or the "Letter of
Credit" process, are prepared and
disbursed by the U.S. Treasury and not
by the grantor agency.

e. Termination of Advance Funding.
When a grantee organization receiving
cash advances by letter of credit or by
direct Treasury check demonstrates an
unwillingnessor inability to attain
program or project goals'or to establish
procedures that will minimize the lime
elapsing between cash advances and
disbursements; ,cannot adhere to
guidelines requirements or special
conditions; engages in the improper
award and administration of subgrants
or contracts, o is unable to submit
reliable and/or timely reports, the
grantor agency may terminate advance
financing and require the grantee
organization to finance its operations
with its own working capital. Payments
to the grantee shbll then be made by the
direct Treasury check method to
reimburse the grantee for actral cash
disbursement. o

27. Applicability of Cash
Requirements to Subgrantees.

a. Principle of Minimum Cash on
Hand. Fund requests-from subgrantees
create a continuing cash demand on
grant balances of CJCs. CJCs should -

keep in mind that idle funds in the
hands of subgrantees will impair the
goals bf the FederalLetter of Credit
System. Accordingly, subgrantee
requests for funds should conform
substantially to the same "as needed"
timing as that for CJCs. Grantees who
award subgrants, or their fiscal agents,
must develop procedures for the
disbursement of funds. to subgrantees as
needed.

b. Minimum Payments to Subgrantees.
Minimum cash payments of $5,000 to
subgrantees, wlich are consistent with
the minimum letter of credit drawdown

amount, may be imposedfor
administrative ease and economy.

28. Obligation of Funds
a. Federal'0bl'gation Process. Once a

grant.award has been signed by the
grantor agency, the amount of the award
is considered an obligation of the
Federal government and is recorded as
such in the grantor agency accounting
system. Appropriated funds are thereby
reserved against the-grant until all
monies are expended by the grantee]
subgrantee or, in case of nonutilization
of funds within statutory or other time
limits, appropriated funds revert to the

29. Grant Periods, Obligation,
Expenditure and Extension Information,

a. GrantA ward Perods.
(1) Part B Block Planning Funds for

FY 1976 and subsequent years have a 15
month planning grant period. This
period begins October 1 of a fiscal year
and ends December 31 of the following
fiscal year.

(2) Part C'and.EBlockActionJJ
Formula Fundsfor FY 1976 and
subsequent years, and.Part D Formula
Funds are awarded for'the fiscal ye.ar in
which the grant is awarded (effective
the date of the grant award) plus the
next two full fiscal years.

(3) Categorical Grants are awarded
for a specified time, and a particular
grant period is establishedfor each
categorical award (usually 12 or 18
months).

b. Obligation of Funds.
(1) Part BBlock Planning Funds

MUST BE OBLIGATED BY.-RE CJC
within the grant period.

(2) Part C and E Block Action, 1f
Formula, Part D Formula and
Categorical Funds MUST BE
OBLIGATED BY THE GRANTEE/
SUBGRANTEE within the.grant period.

grantor agency through deobligatlon of
the unused balance.

b. Grantee and/or Subgrantee
Obligation Proess. Funds are
considered obligated by a grantee/
subgrantee when a legal liability to pay
determinable sums for services or goods
is incurred, which will require payment
during the same or future period.

c. Obligation and Expenditure
Deadline Dates. Figure 3-1 represents
the maximum deadline for grantee
subgrantbe obligation and expenditure
of Part B planning funds, Part C and E
block action funds, JJ formula funds and
part D formula funds.

(3) Any funds in paragraph 29b() aud
(2) not properly obligated within the
grant period will lapse and revert to the
grantor agency.

c. Expenditure of Funds. Part B block
planning, Part C & E block action, Part D
formula, JJ formula and categorical
funds which have been properly
obligated by the end of the grant period
will have 90 days in which to be
liquidated (expended). Any funds not
liquidated at the end of the 0-day
period .will lapse and revert to the
grantor agency.,

d. Grant Award Extensionq.
(1) Part B Funds for FY 1976 and

subsequent years. As a matter of policy,
the obligation and expenditure
deadlines for Part B funds shall not be
extended. (Refer to the effective edition
of G 4100.5 for an exception for FY 1979
planning funds.)

(2) Part C andE Block Action, Part 1)
Formula and ff Formula Fuzids.

.(a) FY 1978 and prior years funds can
be granted an extension of the grant
period (both obligation and expenditure)
upon a written request for an extenslon
fully justifying the need/reason for the

OJARS M 7100.1B

Flgte 3.1--Maximum Obligaf'on/Expenituro Deadline Dates

Ftscal.year Deadtlnes Part 6 planning Part C&E JJ ternAa Part D loraula
action

19-7 -.- - Obligat 12/1/77 -9/30/79 9/30/70 ....... =

Expended ........ 9U3178 12/31/79 12/31/79 ............
197 ............ blged ........... 12/31/78 9/30/80 9/30/60 ..

Expended - .. 3/31/79 12131/80 12/31/80 ....... -
1979 -- O-bligated ... . 19130/80 9/30/81 9130/81 ......

.........d 112/31/80 12131/81 12/31/11•., .. .
1980 ........ Obigated* B/30182 9/30/82

Expended . ....................... 12/31/82 12/31/02.98 .......---- O -------- tm/30/0
1982 .... _L_ .o0rated._ __ ............................ 9MU0M

Expended _ _ .................................................... 12/31/04
1983 ......... . ............. :_ _ ... - . 1 9 300106

'FY 1979 Planning Grant Period Extension from December 31, 1979 to Septcmber 30.1080.
'Transition Year.
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extension. This extension must be
approved by the grantor agency.

(b) FY 1979 and subsequent years
funds can be granted an extension of the
grant period (both for obligation and
expenditure) for a program or set of
programs if a written request is received
by the grantor agency at least 180 days
before the end date of the grant. The
CJCs must meet the required extension
criteria and the request must be
approved by the grantor agency. (Refer
to the effective edition of G 7100.4 for
information on extension criteria.and
limitations.)

(3) Categorical Funds can be granted
an extension (both for obligation and
expenditure) upon receipt of a written
request for an extension stating the need
for the extension and indicating
additional time required. This request
must be submitted at least 40 calendar
days before the end date of the grant
and requires approval by the grantor
agency. (Refer to paragraph 66c of this
guideline manual for prior approval
requirements.) The maximum extension
allowable for any project is 12 months
and retroactive extension of project
periods cannot be considered. Any
exception to this policy will require
detailed justification.

30. Program and Financial Reporting
Requirements.

a. Program Rgeports. These reports are
prepared in a narrative fashion in order
to present information relevant to the
performance of a plan, program, or
projeot

(1) Narative Report for Planning.
This is the Annual Planning Grant
Application and its attachments. In
addition to describiong anticipated
planning activities for the forthcoming
period, it serves as a performance report
for the previous planning period.
Reporting in this manner is applicable to
CJC recipients of Part B planning funds.
Instructions for the preparation of this
report are contained in the PLANNING.
ACTION, AND JUVENILE JUSTICE
AND DELINQUENCY PREVENTION
GRANT APPLICATION KIT. The KIT is
produced annually and is available from
the grantor agency.

(2] Narrtive Report for Part C and E
Block Action and J] Formula Funds. This
reporting requirement is met through the
submission of the Annual
Comprehensive Plan and its updates.
The Comprehensive Plan serves as the
performance report for previously
planned activities utilizing Part C, Part E
and JJ formula funds. Reporting in this
manner is applicable to CICs of block
(Part C &E) and Jj formula funds. States
which have received multi-year planning
status through the approval of a full
Comprehensive Plan in the years 1978

and 1979 may submit only a plan update
document in accordance with an
approved three year cycle. This
reporting requirement for formula funds
for fiscal year 1981 and subsequent
years will be met by submission of an
annual Performance Report. No annual
performance report is required for fiscal
year 1980, Instructions for the
preparation of the Comprehensive State
Application are contaned in the
effective edition of M 4100.1/28 CFR
Part 31 and in the JUVENILE JUSTICE
AND DELINQUENCY PREVENTION
GRANT APPLICATION KIT. These
documents are available from the
grantor agency.

(3) Categorical Grant Progrtess Report
(LEAA Form 458711). This report is
prepared on a calendar quarter basis
and is used to describe the performance
of activities or the accomplishment of
objectives as set forth in the approved
grant application. Reporting in this
manner is applicable to all categorical
grantees/subgrantees. Reports are due
on the 30th day following the end of
each calendar quarter and are designed
to supply information on the activities
and accomplishments of the grant during
that quarter. Exception-the first report
is due S0 days after the end of the rst
FULL calendar quarter. The FINAL
report is due 90 days after the end date
of the grant. The report for the last
calendar quarter may also serve as the
final report if it includes, as a minimum.
a summery statement of progress
toward the aohievement of the originally
stated aims, a list of the significant
results and a list of publications
resulting from the grant. An original and
two copies must always be submitted
using LEAA Form 4587/1. Grantees
receiving a categorical grant should
forward these reports directly to the
grantor agency. All subgrantees
receiving their award through a CJC
must send their progress reports to the
CC for forwarding to the grantor
agency. Under these circumstances, an
original and three copies should be sent
to the Cjc in order for the CJC to retain
one copy for its files. Copies of the
report form with instructions for filling it
out are forwarded to grantees/
subgrantees at the timne of award as
part of the Award Package.

(4) Special Reports. In the review and
approval process for plans and
applications, it is sometimes necessary
for the grantor agency to require that
special or unique conditions be met in
order for the agency to make an award.
These Special Conditions will vary from
grant to grant; however, acceptance of
the award by the grantee/subgrantee
constitutes an agreement that the

conditions will be met either prior to
initiating the project or during the course
of the grant period. When this is the
case, Special Reports on the meeting of
these conditions are required for
submittal to the grantor agency. They
are prepared free form; however, the
timing, content and process for their
submittal are detailed in the Award
Package.

b. Financing Reporting. In order to
obtain financial information concerning
the use of Federal funds, the grantor
agency requires that grantees/
subgrantees of these funds submit
timely reports for review. These reports
are consistent with the manner of
reporting established by OMB Circular
Nos. A-102 and A-110 and the Letter of
Credit requirements established by the
U.S. Treasury Department.

(1) Financial Status Report, H-I
Report (LEAA Form 7160/11). (a] This
report is required from all grantees for
each quarter on a calendar-quarter
basis. It is designed to reflect financial
information relating to Federal and non-
Federal obligations and outlays. A
separate report is required for each
grant with the EXCEPTION that PART C
BLOCK (including Small State
Supplements), PART E BLOCK, PART D
FORMULA and Jl FORMULA grants
may be combined on one H-1 report for
each fiscal year. However, in. these
instances, information relating to each
type of funds must be identified
separately. A copy of the H-I Report,
along with detailed instructions for its
preparation and reporting due dates are
contained in appendix- 8, attachment 1.

(b) In lieu of using the standard H-I1
Report, grantees may satisfy the
financial reporting requirements by
completing an H-I Turnaround
Document. These documents are
facsimiles of the H-1 Financial Status
Reports created with information
extracted from grantor agency's
computer files and sent directly to each
grantee. Pertinent information such as
grantee name and address, grant
number and the previously submitted
financial information (if any) is printed
on the form by the computer. A copy of
the H-1 Turnaround Document, along
with detailed instructions for its
preparation, are contained in appendix
8, attachment 2.

(c) In addition to reporting outlays
and obligations, the GCs must report to
the grantor agency the total Federal
funds subgranted to both State agencies
and local government (including
entitlement jurisdictions] for the grant
being reported. This information is
required on all block Part C and E., Part
D formula and Juvenile Justice formula
grants. This requirement shall be
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submitted in the Remarks Section, Item
12, of the H-1 Report or the Remarks
Section of the Turnaround Document.
The total subgranted figure reported in

-the Remarks Section should agree with
the subgrant award information
submitted to the Program File
(PROFILE).

(2] Request for Payment on Letter of
Credit and Status of Funds Reports (SF-
183). This report is applicable-to
grantees who are funded under the
Letter of Credit system.-It is prepared
each time a grantee organization
requests a drhwdown of funds under its
Letter of Credit. The reporting format is
illustrated and explained in appendix 7,
figure 3.

(3) Daily Status of Federal Funds
Report. This report is applicable to
grantees who utilize the Letter of Credit
system to obtain Federal funds. It is
required on a'selective basis as
determined by the U.S. Treasury from
grantee organization(s) who are to
prepare the report(s) for the month(s)
specified. The reporting format is
illustrated and explained in appendix 7,
figure 5.

(4) Request for Advance or
Reimbursement (H-- Report). This
report is applicable to all grantees who
are funded on a "Check-Issued" basis. It
is required to document the status of
Federal cash when a grantee requests an
advance or reimbursement of funds (see
paragraph 26b). Refer to appendix 6 for
sample of the'report. -

31. Specific Subgrant Information
Reporting (Profile) Requirements.

a. Background. Thousands of different
types of projects have been funded by
the grantor agency and the CICs. As the
number and complexity of activities
supported by the grantor agency-has
grown, so also has the need for
providing more detailed, information
concerning the disposition of funds. The
agency's Grant Program File (PROFILE)
is designed for the automated storage
and retrieval of information describing
agency programs. PROFILE is operated
by agency personnel, and their
responsibilities include maintenance of
the PROFILE data base from information
provided by CJCs and grantor agency
-project monitors, and the dissemination
of information in response to requests
from the PROFILE users, Congress,
Public Interest Groups and concerned
citizens relevant to the agency program.

b. Participation and Use. While the
PROFILE system is used extensively
w.ithin the grantor agency, participation
in, and use of tHe system by CJCs and
entitlement jurisdictions, is on a
voluntary basis, CJCs and entitlement
jurisdictions who elect to become users
transmit detailed subgrant information

to the grantor agency on a monthly
basis. This information may be
transmitted in either a hardcopy manual
format, by a computer tape, or by having
a computer communicate directly with
the grantor agency computer. Upon
receipt, the information is entered into
the PROFILE data base and is available
for use by the CJCs, the entitlement
jurisdictions, and the grantor agency.
Using the information contained in the
data base, the following types of reports
may be produced for use by the
participants:

(1) Standard Reports
(2) Periodic Reports

,(3) Ad hoc Reports
32.34. Reserved.

Chapter 4. Accounting Systems and
Financial Records.

35. General.
a. Requirement. All grantees,

subgrantees, contractors and other
organizations under grants, contracts,
cooperative agreements or purchase of
service arrangements are required to
establish ard maintain accounting
systems and financial records to
accurately account for funds awarded to
them. These records shall include both
Federal funds and all matching funds of
State, local and private organizations.

b. Purpose._The purpose of this
chapter is to establish accounting
system requirements and to offer
guidance on procedures which will
assist all grantees/subgrantees in:

(1) Complying with the statutory
requirements for the awarding,
disbursement and accounting of funds.
. (2) Comply with the regulatory

requirements of the grantor agency, the
Office of Management and Budget, and
the U.S. Department of the Treasury for
the -financial management and
disposition of funds.

(3) Generating financial. data which
can be used in the planning,
management and control of programs.

(4) Facilitating an effective audit of
funded programs and projects (see
Chapter 8 of this guideline manual).

c. References. The following
regulations, directives and reports both
supplement the detailed requirements of
this chapter for accounting systems and
financial recordkeeping and provide
additional guidance on how these
requirements may be satisfied.

(1) Office of Management and Budget
Circular A-102 (revised), Uniform
Administrative Requirements for
Grants-in-Aid'to State and Local
Governments. (Refer to appendix 3.)

(2) Office of Management and Budget
Circular A-110 (revised), Grants and
Agreements with Institutions of Higher
Education, Hospitals and Other Non-

Profit Organizations. (Refer to appendix
4.)

36. Supervision and Monitoring
Responsibilities.

a. Grantee Responsibilities, All
grantees receiving direct awards from
the grantor agency are responsible for
the management and fiscal control of all
funds. Responsibilities include the
accounting of receipts and expenditures,
the maintaining of adequate financial
records and the refunding of
expenditures disallowed by Federal or
State audits.

b. Responsibilities for Accounting by
Subgrantees. Where the conduct of a
program or one of its components Is
delegated to a subgrantee, contractor or
other organization via an approved
comprehensive plan, grant award or
other means of prior approval by the
grantor agency, he grantee is,
nevertheless, responsible for all aspects
of the program including proper
accounting and financial record-keeping
by the subgrantee. These
responsibilities also include:

(1) Reviewing Financial Operations,
Grantees should be familiar with, and
periodically monitor, their subgrantee's
financial operations, records, systems
and procedures. Particular attention
should bedirected to the maintenance of
current financial data.

(2) Recording Financial A ctivitles,
The subgrantee's grant award or
contract obligation, as well as cash
advances and other financial activities,
should be recorded in the books of the
grantee in summary form. Subgrartleo
expenditures should be recorded on the
books of the grantee, or evidenced by
report forms duly filed by the
subgrantee. Non-Federal contributions
applied to programs or projects by
subgrantees should likewise be
recorded, as should any program Income
resulting from program operations.

(3) Budgeting and Budget Reviow, The
grantee should ensure that each
subgrantee prepares an adequate budget
on which its award commitment will be
based. The detail of each project budget
should be maintained on file by the
grantee.

(4) Accounting for Non-Federal
Contributions. Grantees will ensure, In
those instances where subgrantees are
required to furnish non-Federal
matching shares, that the requirements,
limitations and regulations pertinent to
non-Federal contributions are applied.

(5) Reporting Irregularities, Grantees,
and their subgrantees are responsible
for reporting promptly to the grantor
agency the nature and circumstances
surrounding any financial irregularities
discovered, as specified in the effective
edition of Guideline 7140.2, Reporting
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LEAA Fund, Misuse, Criminal Activity,
Confliot of Interest, or Other Serious
Irregularities.

37. Elements of Accounting Systems-
Special Grantor Agency Needs. Funds
may be awarded as block grants,
formula grants, or categorical grants.
The various financial requirements and
formulas of the grantor agency's
programs, as well as the need for
grantees to separately account for
individual awards, require a special
program account structure extending
beyond normal classification by type of
receipts, expenditures, assets and
liabilities.

a. Block and Formula Grant Accounts.
To properly account for block and
formula grant awards, CJCs should
establish and maintain program
accounts which will enable separate
identification and accounting for.

(1) Planning grant funds applied to
each standard budget category included
within each approved planning grant
application;

(2) Planning grant funds "passed
through" to local programs and projects;

(3] Planning grant funds used for
contracted planning services or
assistance by non-governmental
organizations;

(4) Action grant funds applied to each
action program included within each
approved comprehensive plan;

(5) Part C action grant funds "passed
through" to local programs and projects;

(6) Part C action grant funds used for
the compensation of police and other
regular law enforcement and criminal
justice personnel;

(7) Aggregate State funds provided as
the "buy-in" for Part B planning and Part
C action grants;

(8] JJ formula funds expended through
programs of local government;

(9) J1 formula funds utilized to develop
a State plan and to pay that portion of
expenditures which are necessary for
administration;

(10) Part D formula funds (action)
applied to each action program included
within each approved applicatiom

(11) Part D formula funds
(administrative) utilized for
administrative purposes; and

(12) Source, type and timing of
matching contributioas provided under
each planning, action, Part D formula
and JJ formula granL

b. Categorical Grat. To properly
account for categorical grant awards, all
grantees should establish and maintain
program accounts which will enable, on
an individual basis, separate
ident, iRcatien and accounting for.

(1) Reeipt and disposition of all
funds;

(2) Funds applied to each budget
category included within the approved
grant;

(3) Expenditures governed b, any
special and general provisions:

(4) Non-Federal matching
contribution, if required; and

(5) Crime Control funds used for the
compensation of police and other
regular law enforcement and criminal
justice personnel.

38. Accounting System.
a. The grantee is responsible for

establishing and maintaining an
adequate system of accounting and
internal controls for itself and for
ensuring that an adequate system exists
for each of its subgrantees and
contractors. An acceptable and
adequate accounting system is
considered to be one which:

(1) Presents and classifies projected
historical cost of the grant as required
for budgetary and evaluation purposes;

(2) Provides cost and property control
to assure optimal use of grant funds;

(3) Controls funds and other resources
to assure that the expenditure of funds
and use of property are in conformance
with any general or special conditions of
the grant:

(4) Meets the prescribed requirements
for periodic financial reporting of
operations; and

(5) Provides financial data for
planning, control, measurement, and
evaluation of direct and indirect costs.

b. For an outline of recommended
elements to be considered when
establishing an accounting system, refer
to appendix 9.

39. Total Cost Budgeting and
Accounting. Accounting for all funds
awarded by the grantor agency shall be
structured and executed on a "total
program cost" basis. That is, total
program costs, including Federal funds,

.,State and local matching shares, and
any other fund sources included in the
approved project budget shall be the
foundation for fiscal administration and
accounting. Grant applications and
financial reports require budget and cost
estimates on the basis of total costs.

40. Maintenance and Retention of
Records. In accordance with OMB
Circulars A-102 and A-110, all financial
records, supporting documents,
statistical records and all other records
pertinent to grants, subgrants or
contracts under grants shall be retained
by each organization participating in a
program or project for at least three
years for purposes of Federal
examination and audit. State or local
governments may impose record
retention and maintenance requirements
in addition to those prescribed in this
chapter.

a. Coverage. The retention
requirement extends to books of original
entry, source documents supporting
accounting transactions, the general
ledger, subsidiary ledgers. personnel
and payroll records, cancelled checks,
and related documents and records.
Source documents include copies of all
grant and subgrant awards, applications
and required grantee/subgrantee
financial and narrative reports.
Personnel and payroll records shall
include the time and attendance reports
for all individuals reimbursed under a
grant, subgrant or contract, whether
they are employed full-time or part-time-
Time and effort reports will be required
for consultants.

b. Retention Period. The three year
retention period starts from the date of
the submission of the final expenditure
report or for grants which are renewed
annually, from the date of the
submission of the annual expenditure
report. Exceptions to the three-year
requirement, such as for records for
nonexpendable property acquired with
grant funds and for grants having an
audit in process, are contained in OMB
Circulars A-102 and A-110.

c. Maintenance. Grantees/
subgrantees are expended to see that
records of different Federal fiscal
periods are separately identified and so
maintained that information desired can
be readily located. Grantees and
subgrantees are also obligated to protect
records adequately against fire or other
damage. When records are stored away
from the grantee's/subgrantee's
principal office, a written index of the
location of records stored should be on
hand and ready access should be
assured.

41. Cash Depositories. Grantees/
subgrantees of Federal funds shall
deposit these funds in a bank with FDIC
coverage and the balance exceeding the
FDIC coverage must be collaterally
secure. Federal regulations do not
require physical segregation or the
establishment of any eligibility
requirement for cash depositories.
Consistent with the national goal of
expanding the opportunities for minority
business enterprises, grantees and
subgrantees shall be encouraged to use
minority banks (banks which are owned
at least 50% by minority group
members).

42. Project Related Income. Records of
the receipt and disposition of project-
related income must be maintained by
the grantee in the same manner as
required for the project funds that gave
rise to the income. The policies
governing the disposition of the various
types of project-related income are
listed below. (For specific requirements
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and procedures on project-related
income earned on grants/subgrants
whose primary function is the
acquisition-of stolen goods and property,"
refer to appendix 10, Guideline on the
Revolving Fund.)

a. Interest. In accordance with section
203 of the Intergovernmental
Cooperation Act of 1968 (Public Law 90-
577), the States and any agency or
instrumentality of a State, including
State institutions of higher education
and State hospitals shall not be held
accountable for interest earned on
advances of project funds'. When funds
are awarded to subgralhtees through the
states, the subgrantees are not held
accountable for interest earned on
advances of project funds. Also, Tribal
organizations (pursuant to sections 102,
103 and 104 of the Indian Self
Determination Act (P.L. 93-638) are not
held accountable for interest earned. All

" other grantees shall remft sdch interest
to the grantor agency, except wheie
governing programmatic regulations
indicate otherwise. Grantees shall so
order their affairs to ensure minimum
balances in their respective grant cash
accounts.

b. Program Income.
(1) Sale of Property-the policy and

procedures governing the handling of
propeeds from the sale of real and
personal property purchased with grant
funds is contained in Chapter 6,
lParagraph 87 of this guideline manual.

(2] Royalties-the grantee/subgrantee
shall retain all royalties received from
copyrights or other works developed
under projects or from patents and
inventions, unless the terms and
conditions of the project provide
otherwise or a specific agreement
governing such royalties has been
negotiated between the grantor and the
grantee. Refer to Chapter 6, paragraph
86 and Attachment N of OMB Circular
Nos. A-102 and A-110 for further
details.

(3) Registration/Tuition Fees and,
Other-these types of program income
shall be treated in accordance with
disposition instructions set forth in the
project's terms and conditions. If the
terms and conditions of the project do
not specify disposition, the grantee/-
subgrantee shall select one or a
combination of the following options.

(a) Used by the grantee/subgrantee
for any purposes that further the
objectives of the legislation under which
the project was made; or

(b) Deducted from the total project
costs for the purpose of determining the
net cQsts on which the Federal share of
costs will be based.

43-44. Reserved.

Chapter 5. Allowability of Costs
Section 1. Applicability

45. General. This chapter deals with
the rules and principles for determining
costs pioperly chargeable to Part B
planning grants; Parts C and E block
Saction grants; Part D formula grants; JJ
formula grants; and'all categorical
grants. The rules and principles are
therefore applicable to all grantees and
subgrantees for grants awarded from
these funds.

46. Basic Principles.
a. Authority. The material contained

in this chapter is based on the
standardized cost allocation and
allowability principles prescribed for
Federal grants-in-aid programs in FMC -

'74-4, 0MB Circulars A-21 and A-122
and'the cost-related provisions of
grantor agency legislation.

b. Applicdbility. FMC 74-4, Cost
Principles Applicable to Grants and
Contracts With State and Local
Governments, OMB Circular A-21, Cost
Principles Applicable to Grants and
Contracts with Educational Institutions,
and OMB Circular A-122, Cost
Principles for Non-Profit Organizations,
were promulgated to provide the basis
and standards for a uniform approach to

Sthe problem of determining costs and
also to promote efficiency and better
relationships between grantees/
subgrantees and their Federal
counterparts. The grantor agency has
made the circulars applicable to all
grantees and subgrantees, who will
therefore be guided by these principles
in overall administration, audit
programs and actions required in
making cost determinations. The basic
grantor agency focus. in determining or
examining the allowability of costs
within the circulars' framework will be
the extent to which cost items contribute
to the purpose and execution of the -
grant program and are so applied. It is
assumed that State and local units of
government and private non-profit
entities receiving funds will each bear
their appropriate share of allocated cost
as allowable not only under FMC 74-4.'
and OMB Circulars A-21 and A-122 but
also under State and local laws and
regulations.

47. Reserved.

Section 2. Costs Generally Allowable
48. General. This section of the

:chapter addresses points and questions
which have frequently been raised
concerning cost allowability. It
supplements the detailed listings in FMC
74-4 and OMB CircularA-21 and A-122
for determining the allowability of
selected items of cost by the grantor

agency, the CJCs or the entitlement
jurisdictions, whichever is applicable.

49. Compensation for Personal
Services.

a. Two or More Federal Grant
Programs. Where salaries apply to
execution of two or more grant
programs, proration of costs to each
grant must be made, In cases where two
or more grants constitute one identified
activity or program, salary charges to
one grant may be allowable after
written permission is obtained from the
CJC or grantor agendy, as appropriate.

b. Extra Work.
(1) A State or local government

employee may be employed by a
grantee or subgrantee in addition to his
full-time job provided the work is
performed on the employee's own time
and:

(a) The compensation is reasonable
and consistent with that paid for similar
work in other activities of State or local
government;

(b] The employment arrangement is
approved and proper under State or
local regulations; and •

(c) The time and/or services provided
is supported by adequate
documentation.

(2) To avoid problems arising from
overtime, holiday-pay, night differential
or related payroll regulations, such
emiployment arrangements should
normally be made by the grantee or
subgrantee directly with the individual,
unless there has been a transfer or loan
of the employee for which his regular
and overtime services provided are to
be charged to or reimbursed by the
grantee or subgrantee. Overtime and
night differential payments are allowed
only to the extent that payment for such
services is in accordance with the
policies of the CJC or unit(s) of local
government and has the approval of the
CJC, the entitlement jurisdiction or the
grantor agency, whichever is applicable.
(Refer to paragraph 54.) The overtime
premium should be prorated among the
various jobs and not charged
exclusively to grantor agency funds.

(3) Payment of these premiums will be
for work performed by grant or subgrant
employees in excess of the established
work week (usually 40 hours). Payment
of continued overtime is subject to
periodic review by the JCs, entitlement
jurisdictions or grantor agency,
whichever is applicable.

c. Grant Purposes and Dual
Compensation. Charges of the time of

.State and local governMent employees
assigned to grant'programs may be
reimbursed or recognized only to tho
extent they are directly and exclusively
related to grant purposes or proper for
inclusion in indirect costs bases. In no
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case is dual compensation allowable.
That is, an employee of a unit of
government may not receive
compensation from his unit or agency of
government and from a grant or
subgrant for a single period of time (e.g.,
1 p.m. to 5 p.m.) even though such work
may benefit both activities.

50. Conferences, Symposia and
Workshops. Charges to a grant may
include conference or meeting
arrangements, publicity, registration,
salaries of personnel, rental of staff
offices and conference space. Recording
or translation services, postage and
telephone charges, and travel expenses
(including transportation and
subsistence) for speakers or
participants. Each of these items, when
related to grant purposes, -are otherwise
allowable costs under FMC 74-4 and
OMB Circulars A-21 and A-122. Grant
funds may not be used for honoraria
(i.e., payments to participating
individuals or guests other than for
documented professional services
actually rendered at reasonable
compensation rates), entertainment,
sports, visas, passport charges, tips, bar
charges, personal telephone calls or
laundry charges.

51. National Guard Grants.
a. Any grants/subgrants to National

Guard forces for projects related to
acquisition of equipment (see paragraph
120 or training of personnel shall meet
the following requirements.

(1) Such projects will be supportive of
State or local law enforcement agencies
and will not replace or supplant duties
properly assigned to law enforcement
agencies;

(2) Such projects will be directly and
primarily related to civil disorders or
natural disaster responses;

(3) Such funds will not duplicate or
supplant funds or equipment available
to State National Guard units through
the Department of Defense;

(4) The State National Guard Adjutant
General shall supply certificiations of
compliance with the above requipments.

b. Service Contracts. There are no
restrictions against contracts with
National Guard units for services to
local or State law enforcement units,
such as training or technical assistance
in planning.

52. Travel for Grants/Subgrants.
Travel costs are allowable for expenses
by employees, who are in travel status
on official business. Definitions for
travel are:

a. Domestic Travel includes travel
within and between Canada, the United
States and its territories and
possessions. Prior approval is required
for domestic travel (by educational
institutions) during any grant that will

cause the amount identified for such
travel to be exceeded by $500 or 25
percent of the approved budgeted
amount, which ever is greater. (Refer to
paragraph 67 of this guideline manual.)
Grantees may follow their own
established travel rates. If a grantee
does not have an established travel
policy, the grantee must abide by the
Federal travel rates. Subgrantees may
follow their own established travel
rates. If a subgrantee does not have an
established travel policy:

(1) The CIC may require a subgrantee
of block funds to abide by state rates; or

(2) The subgrantee must abide by the
Federal travel rates.

b. Foreign Travel includes any travel
outside of Canada and the United States
and its territories and possessions.
However, for a grantee/subgrantee
located outside Canada and the United
States and its territories and
possessions, foreign travel means travel
outside that country. Prior approval is
required for all foreign travel (refer to
paragraph 67 of this guideline manual).

53. Reserved

Section 3. Costs Requiring Prior
Approval

54. Responsibility for Prior Approval
Prior approval is written permission
provided in advance of an act that will
result in either (1) the obligation or
expenditure of funds or (2) the
performance or modification of an
activity under a grant/subgrant project,
where such approval is required.
Consistent with the block grant structure
of the program and the primary grant
administration responsibilities vested by
statute in the CJCs, the administration of
regulatory cost principles and standards
issued by the Federal Government is
vested in the following three authorities:

a. The Grantor Agency reviews for
approval, all costs identified in this
section when the grantee (CJC or direct
recipient of categorical grants) is the
direct benefactor of the goods or
services to be purchased or supplied.
This also applies to costs included in the
CIC's planning/administrati',e budget.

b. The C7C reviews for approval all
costs identified in this section for
subgrantees of block planning, block
action, Part D and JI formula and
categorical funds where the CJC is the
grantee but not the implementing
agency.

c. The Entitlement Jurisdiction
reviews for approval all costs identified
in this section for subgrantees of block
planning, block action, Part D and JJ
formula and categorical funds where the
entitlement jurisdiction is the grantee
but not the implementing agency.

55. Prior Cost Approva lRequirement.
This section addresses specific types of
costs requiring prior approval. Written
approval is required in accordance with
paragraph 54a-c of this section, as
defined, and for any other costs
specified in FMC 74-4 and OMB
Circulars A-21 and A-122 as "Costs
Allowable With Approval of Grantor
Agency" or costs which contain special
limitations. Where prior approval
authority for subgrantees is required in
this section, it will be vested in the CJC
or entitlement jurisdiction unless
specifically specified as being
"RETAINED BY THE GRANTOR
AGENCY" as identified in paragraph
57a(2) and (3), 59a, 60b and c, 62b, 63, 64,
66a(1). 66c(1)(b) and (i), 66c(2](c and 67.
Subgrantee requests for GRANTOR
AGENCY prior approval should be
submitted through the C]C.

56. Applicability and Procedure.
a. Cost Categories andEvpenditure

Levels. It is not the agency's intention to
require grantor agency approval of all
changes within the listed cost
categories, but only for those aspects or
elements which specifically require prior
approval. Also, the establishment of
dollar expenditure levels in this section
is intended to furnish blanket grantor
agency approval for modest grant
related outlays. Costs above such levels
may also receive approval upon
submission of appropriate data and
justification.

b. Procedure for Reguest for Prior
Approval. Requests must be in writing
and shall provide justificiation and an
explanation to permit review of the
allowability. The may be submitted:

(1) Through inclusion in the budget or
other component of a grant or subgrant
application; or

(2) As a separate written request to
the appropriate authority as described
in paragraph 54.

57. Automatic Data Processing (ADP)
andAutomated Fingerprinting
Equipment. Grants may include
provisions for procurement of ADP and
Automated Fingerprinting Equipment.
The grant applications will be written in
a manner consistent with maximum
open and free competition in the
procurement of hardware and services.
Brand name will not norm3lly be
specified. Criminal justice information
and communication systems accordance
with speical requirements for grants
involving ADP contained in appropriate
guidelines and available by request from
the grantor agency.

a. Requirement.
(1) Prior approval is NOT REQUIRED

for the LEASE or RENTAL of such
equipment: nevertheless, assurance
must be provided that leases or rentals
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greater than $10,000 are obtained in
accordance with Federal procurement
standards in Attachment 0 of Circular
Nos. A-102 and A-110.

•(2) Where the amount of the
acquisition exceeds $50,000, prior
approval is required for the acquisition
of equipment (outright purchase, lease-
purchase agreement, or other method for
purchase]. Such prior approval must be'
obtained from the GRANTOR AGENCY.

(3) Prior approval is REQUIRED for
both the acquisition and lease of all
ADP equipment (regardless of cost)
which is to be used for the processing
and storage of fingerprinting images.
Prior approval must be obtained from
the GRANTOR AGENCY.

(4) A review of an ADP equipment
procurement shall be required and
should include a review of the
description of the equipment to be
purchased. This review shall be
documented In writing for the file and
shall require the reviewing official
(grantor agency, CJC or entitlement
jurisdiction) to certify that the
procurement is consistent with the
following requirements:

(a) The ADP equipment of the type to
be purchased was identified within the
grant application and is necessary and
sufficient to meet the project goals.

(b) The ADP equipment procurement
is in compliance with exi~ting Federal/
grantor agency, state and local laws and
regulations. I

(c) A purchase/lease comparison has
been conducted demonstrating that it is
more advantageous to purchase xather
than lease the ADP eqdipment ufider
consideration.

(d) If software development is
involved, it has been demonstrated that
computer software already produced
and available will not meet the needs of
the grant.

(e) If the ADP equipment procurement
is to be sole-source, documentation has
been submitted to justify the action.

(5] An ADPI Procurement Review Form
(Suggested Format-Sample Only) is
included in this guideline manual as
appendix 11. This form is a
recommended form fordocumenting an
ADP equipment procurement review and
the form is shown as a SAMPLE ONLY.

b. Definition. Automatic data
processing equipment is defined in 41
C1FR, Subpart 1-4.1102-1 as "general
purpose commercially available, mass
produced automatic data processing
components and the equipment systems
created from them rdgardless of use,
size, capacity, or price, that are designed
to be applied to the solution or
Jprocessing of a variety of problems or
application and are not specifically
designed (not configured) for any

specific application:"This definition
includes:

(1) Digital. analog or hybrid computer
equipment;

(2) Auxiliary or accessorial equipment
such as data communications terminals,
source data automation recording

* equipment (e.g., optical character
recognition equipment, and other data
acquisition devices), and data output
equipment, (e.g., digital plotters,
computer output microfilms, etc., to be
used in -support of digital, analog,-or
hybrid computer equipment; whether
cable connected, wire connected, radio
connected or self-standing, and whether
selected or acquired with a computer or
separately; '

(3) PCAM (Punch Card Accounting
Machines) whether used in conjunction
with or independently of digital analog,
or hybrid computers.

c. Qualifications and Exclusions.
(1) Analogjcomputers are covered

only when being used as equipment
peripheral to a digital computer.

(2) Items of ADP equipment that'are
(a) physically incorporated in a weapon,
or (b) manufactured under a

, development contract are excluded from
the above definition.

(3) Accessories, sich as tape cleaners,
tape testers, magnetic tapes, paper
tapes, disc packs and the like are
excluded.

58. Building Space andRelated.
Facilities.

a. Rentbl Cost. Prior written approval
is required when:" -

(1) The total rental space requirement,
incliding space for file, conference,
mail, supply, reproduction, and storage
rooms, is in excess of 150 square feet per
employee. Space required for
intermittent and/or part-time employees
may be included in space requirement.

(2] The rental charge exceeds $10
annually per square foot. The grantee/
subgrantee shall certify in writing that
the requested rental charge is consistent
with the prevailing rates in the local
area and shall maintain documentation
in its files to support such a
determination.

b. Mintendnce and Operation. Prior
approval is required where maintenance
and operation expenses, as defined in ,
-FMC 74-4 and OMB Circulars A-21 and
A-122, when added to any space rental
costs, are estimated to exceed an
aggregate total of $12.50 annually per
square foot of space occupied.

c. Rearrangements and Alterations.'
Prior approval is required when the total
estimated outlay for rearrangement-and
alteration under any grant or subgrant is
greater than $10,000. For costs in excess
of such amount, justification must
normally show that:

(1) The building involved is In
reasonably good condition with a lifo
expectancy of five or more years;

(2] The costs are true rearrangement
or renovation costs a's distinguished
from new construction or expansion of
an existing building, and

(3) The total costs do not exceed 25
prcent of the current value of the
building.

d. Depreciation and Use Allowances
on Publicly Owned Buildings. Prior
approval is required only when
depreciation or use allowances are to be
charged on temporarily Idle or excess
facilities.

e. Occupancy Under Rental Purchase
or Lease with Option to Purchase
Agreement. Prior approval of costs of
occupancy under arrangements of this
type must be obtained and may require
application of special matching share
requirements under construction
programs.

59. Equipment and Other Capital
lExpenditures. Equipment and other

capital assets (refer to paragraph 121),
including repairs which materially
increase their useful life, are allowable
provided that the procurement receives
prior approval. Approval requirements
are as follows:

a. Planning and Administrative Funds.
Prior approval of items to be acquired
for exclusive use in authorized CJC and
entitlement jurisdiction operations'is
required for annual equipment
expenditures over $10,000. These
expenditures normally consist of
furniture, office equipmert, vehicles, and
other items required for the
administrative effort of comprehensive
application development,
implementation and coordination, Prior
approval for CJCs must be obtained
from the GRANTOR AGENCY. For
subgrantees (including entitlement
jurisdictions), CfCs may adopt a $5,000
prior approval requirement or may
require review of all proposed,
equipment acquisitions.

b. All Other Grant Funds.
(1) Specific Provisions of the Grant,

Agreement Where expenditures for
equipment are not fully justified by the
budget and narrative description portion
of the grants, the grantor agency, the
CJCs, and entitlement jurisdictions may
require that the type, quantity estimated,
unit price or other information be
provided through the issuance of Special
Conditions to the grant award.

(2) Acquisition Requirements. In
revidwing equipment acquisition
budgets-and proposals, CJCs and
entitlement jurisdictions should adhere
to the following principles:
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(a) No other equipment owned by the
grantee/subgrantee is suitable for the
effort.

(b) Grant funds are not used to
provide reimbursement for the purchase
of equipment already owned by the,

-grantee/subgrantee. Exception:
Equipment that has been purchased for
a common pool and will be charged to
the grant at cost value is allowable.
Equipment that has already been
purchased and charged to other
activities of the university would not be
an allowable expense to the grant.

(c) Equipment purchased and used
commonly for two or more programs has
been appropriately prorated to each
activity.

(3) Helicopters and Airplanes. The
acquisition, use, or maintenance cost of
helicopters or airplanes for law
enforcement purposes is allowable
under the Crime Control Act only. Law
enforcement purposes are considered to
be surveillance, crowd control, airlifting
equipment and personnel, patrol, rescue
operations, etc.

60. Preagreement Costs. Prior
approval is required for preagreement
costs. Preagreement costs are defined
here as those costs which are
considered necessary to the project but
occur prior to the starting date of the
grant period.

a. Planning and Administrative Funds.
The grant conditions for planning and
administrative funds specifically permit
charges of otherwise allowable costs
incurred for authorized CJC and
entitlement jurisdiction activities or for
establishment of CJCs and entitlement
jurisdictions, even if incurred prior to
the date of the Planning, Part D or JJ
formula grant period. Thus, awards may
be deemed to have approved
"preagreement" costs from the
beginning of the grant period set forth in
the grant award document (i.e., the
beginning of the fiscal year of award
unless the grantee has elected a later
date).

b. Block Action, Part D Formula
Action, and]] Formula Action Funds.
Costs which were incurred prior to the
date of the subgrant period may be
charged to the project where the grant or
subgrant application specifically
requests support for preagreement costs.
CJCs and entitlement jurisdictions may
approve preagreement costs for
subgrantees if incurred subsequent to
the beginning of the Federal fiscal year
of award. Approval by the GRANTOR
AGENCY is required for any
preagreement costs incurred prior to the
beginning of the Federal fiscal year of
award.

c. Categorical Grants. Costs which
were incurred prior to the start date of

the official grant period of the award
may be charged to the project only if
prior approval is obtained from the
GRANTOR AGENCY.

61. Proposal Costs. Costs to projects
for preparing proposals for potential
Federal grants require prior approval.

62. Professional Services (Including
Contractors and Consultants).

a. The requirements with respect to
arrangements for services with
individuals, other government units and
non-government organizations are as
follows:

(1) Arrangements with individuals
must ensure that:

(a) Dual compensation is not involved
(i.e., the individual may not receive
compensation from his regular employer
and the retaining grantee or subgrantee
for work performed during a single
period of time even though the services
performed benefit both).

(b) The contractual arrangement is
written, formal, proper and otherwise
consistent with the grantee's usual
practices for obtaining such services.

(c) Time and/or services for which
payment will be made and rates of
compensation will be supported by
adequate documentation.

(d) Transportation and subsistence
cost for travel performed are at an
identified rate consistent with the
grantee's general travel reimbursement
practices.

(2) Arrangements with other
government units shall ensure that the
work or services for ihich
reimbursement is claimed must be
directly and exclusively devoted to
grant purposes and charged at rates not
in excess of actual cost to the
"coqtractor" government agency.

(3) Arrangements with non-
government organizations shall ensure
that:

(a) The arrangement is written.
formal, proper and consistent with the
usual practice and policies of the
grantee or subgrantee in contracting for
or otherwise obtaining services of the
type required;

(b) Indirect costs or overhead charges
in cost-type arrangements are based on
an audited or negotiated rate previously
approved by a State or Federal agency
or are based on an indirect cost
submission reflecting actual cost
experience during the contractor's last
annual or other recently completed
fiscal period; and

(c) The customary fixed fee dr profit
allowance in cost-type arrangements
does not exceed 10 percent of total
estimated costs.

(d) Not more that 20 percent of the
State's total Federal Planning Grant
(State and local portions) may be used

for contracted planning services or
assistance by nongovernmental
organizations.

(4) Compensation for consultant
services is to be reasonable and
consistent with that paid for similar
services in the market place.
Consideration will be given to
compensation including fringe benefits
for those individuals whose employers
do not provide the same. In addition, the
policy is that the maximum rate for
consultants is $135 (excluding travel and
subsistence costs) for an eight (8) hour
day. An eight-hour day may include
preparation, evaluation and travel time
in addition to the time required for
actual performance. A request for
compensation for over $135 a day, but
not to exceed $200 a day requires prior
approval and additional justification.
The following is the policy in regard to
compensation of various classifications
of consultants who perform like-type
services and are subject to these
limitations.

(a) Consultants Associated nith
Educational Institutions. The maximum
rate of compensation that will be
allowed is the consultant's academic
salary projected for twelve months,
divided by 260. These individuals
normally receive fringe benefits which
include sick leave for a full 12-month
period even though they normally only
work nine months per year in their
academic positions.

(b) Consultants Employed by State
and Local Governments. Compensation
for these consultants will only be
allowed when the unit of government
will not provide their services without
cost. In these cases, the rate of
compensation is not to exceed the daily
salary rate paid by the unit of
government.

(c) Consultants Employed with Profit,
Non-Profit and Not-for-Profit
Organizations. These organizations are
subject to competitive bidding
procedures. Thus, they are not subject to
the $135 per day maximum
compensation. In those cases where an
individual has authority to consult
without employer involvement, the rate
of compensation should not exceed the
individual's daily salary rate paid by
his/her employer subject to the $135
limitation.

(d) Independeni Consultants. The rate
of compensation for these individuals
must be reasonable and consistent with
that paid for similar services in the
market place. Compensation may
include fringe benefits.

b. A grantee should not circumvent
the requirements of paragraphs 62a(1],
(3) and (4) by contracting for a fixed
product which would not be subject to
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the professional services fee limitation.
This is particularly significant in
contracting for the services of
individuals. If any of the requirements
outlined in paragraph 62a are not met,
prior approval must be obtained from
the GRANTOR AGENCY, CJC or
entitlement jurisdiction, whichever is
applicable.

63. Confidential Expenditures.
Approval by the GRANTOR AGENCY is
required for all grantees/subgrantees "
prior to the use of funds for confidential
expenditures. Confidential expenditures,
as used here, are defined as funds used
for purchase of services, purchases of
evidence (physical) and purchase of -
information. Refer to appendix 12,
"Guidelines for Confidential
Expenditures," for further details..

a. Confidential expenditures will not
be considered in grants/subgrants to
State law enforcement agencies and law
enforcement agencies serving counties
and cities with populations in excess of
50,000 upon the submission of special
information which includes procedures
and assurances established by the
grantor agency for'proper accounting
and administration of this cost item.
Guidelines and use instructions for
handling confidential expenditures must
-be supplied to the grantees/subgrantees
for all grants!subgrants providing
support for confidential expenditures.

b. A, special condition must be applied
to all grants/subgrants involving the
expenditure of confidential funds. This
condition should state:

"Pridr to the expenditire of the
$ - allocated for confidential funds,
the project director shall sign a
certification indicating that he has read,.
understands and agrees to abide by all
of the conditions pertaining to
confidential fund expenditures as set
forth in the effective edition of Guideline
Manual 7100.1, Financial and
Administrative Guide for Grants."

c. Certification for Confidential
Funds.

(1) A signed'certification is required
by the grantor agency, the'CJC or the
entitlement jurisdiction.from all project
directors of grants/subgrants involving
the disbursement of monies for
confidential expenditures from Federal
or matching funds, For a sample of the
required certification, refer to appendix

,12.
(2) A signed certification must be

returned to the grantor agency, the CJC
or the entitlement jurisdictional to be
placed in the official grant file.

d. Confidential expenditures and
other funds that are seized and revert to
a State or local unit of government as a
result of grants which use confidential
expenditures, for other than informant

fees shall be deemed program income
pursuant to OMB Circular No. 1-102 up
to the total amount of such confidential
expenditures used under such grant.
This income will be returned to the
primary recipient, the CJC d6r the
entitlement jurisdiction and used to
support other projects under the
appropriate program.

64. Medical Research- Conducted
With Grant Funds. Medical research
conducted by any grantee or subgrantee
must receive prior approval from the
GRANTOR AGENCY before any funds
may be expended for the research. Prior
approval requiests may be prepared as a
separate submission or included ih the
CJC's Comprehensive Application.
Regardless of the type of submission -
selected, the following information must.
be included in the request for approval:

a. Type of research;
b. Place and persons conducting the

research;
c. Amount of research funds available;

and
d. The research methodology,

including data on chemical agents or-
medical procedures, use of human
volunteer or animal subjects and a
description of anticipated experiments.

65. Contingehcy Costs for
Construction Projects. Contingencies
will be allowed as part of the budget
classification but not as a cost item of
the construction application. The
contingency will be treated as a prior
approval item and release of the
contingency must be approved by the
CJC, the entitlement jurisdicion or the
grantor agency. The maximum
contingency rate allowable on
construction projects shall be 10 percent
of direct construction costs.

66. Deviations From Approved
Budgets.

a. Planning Grants (Part B).
(1) CJCs. In grant applications, CJCs

are required only-to submit gross cost
estimate in five broad expenditure
categories-personnel, consultant,
services, travel, amount available to
local units of government, and other
expenses. CJCs may transfer among
expenditure categories, a cumulative
amount of up to five (5) percent of the
grant budget. Transfers exceeding these
limitations require prior approval by the
GRANTOR AGENCY.

(2) Subgrantees. Policies concerning
budget deviations by planning
subgranteep and the need for prior
approval shall be determined by the CJC
subject only to adherence to the
approval requirements in FMC 74-4.

b. Block Action, Part D Formula and]]
Formula Grants.

(1) CICs are currently required to
submit only total cost estimates for each

program for which an action or Part D or
JJ formula grant is requested. Thus, no
restrictions exist as to modifications of
budgeted costs or expenditures within a
program except as may be Imposed by
the normal cost allowability rules and
approval requirements of FMC 74-4,
Prior approval for reprogramming of
funds is required as described in
paragraphs 14b(2) and 20b(2) of this
guideline manual.

(2) Subgrantees. Policies concerning
budget deviations-by block action, JJ
formula and Part D subgrantees
(including entitlement jurisdictions), and
the need for prior approval shall be
determined by the CJC subject only to
adherences to the approval
requirements of FMC 74-4 and OMB
Circulars A-21 and A-122.

c. Categorical Grants. Grantees and
subgrantees must request prior approval
for certain budget deviations, These
deviations include:

(1) Non-Construction Grants.
(a) Transfer of funds among direct

cost categories for awards in which the
Federal share exceeds $100,000 when
the cumulative amount of such transfers
exceeds or is expected to exceed five
percent of the total budget. (Applicable
to ALL grantees/subgrantees).

(b) Requirement for grantees/
subgrantees to notify the GRANTOR
AGENCY promptly whenever the
amount of Federal authorized funds Is
expected to exceed the needs of the
grantee/subgrantee by more than $5,000
or five percent of the Federal award
whichever is greater. (Applicable to ALL
grantees/subgrantees].

tc Changes in the scope or the
objective of the project or program.
(Applicable to ALL grantees/
subgrantees).'

(d) Need for additional Federal
funding. (Applicable to ALL grantees/
subgrantees).

(e) Transfer of funds allotted for
training allowances (direct payments to
trainees) to other categories of expense.
(Applicable to ALL grantees/
subgrantees).
(f) Transfer of amounts budgeted for

indirect costs to absorb increases In
direct costs. (Applicable to ALL-
granteesfsubgrantees).

(g] Addition of items requiring
approval in accordance with the
provisions of FMC 74-4. (Applicable to
grantees/subgrantees of state and local
governments).

(h) Expenditures requiring approval In
accordance with OMB CircularsA-21
and A-122. (Applicable to grantees/

'subgrantees of institutions of higher
education, hospitals, and non-profit
organizations).

I6 i
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(i) Substantive programmatic work
under a grant or other agreement which
may be subcontracted or transferred
only with prior approval of the
GRANTOR AGENCY. (Applicable to
grantees/subgrantees of institutions of
higher education, hospitals and other
non-profit organizations).

(2) Construction Grants.
(a) Changes in the scope or the

objective of the project or program.
(Applicable to ALL grantees/
subgrantees).

(b) Increases in the budget amounts of
Federal funds needed to complete the
project. (Applicable to ALL grantees/
subgrantees).

(c) Requirement for grantees/
subgrantees to notify the GRANTOR
AGENCY promptly whenever the
amount of Federal authorized funds is
expected to exceed the needs of the
granteefsubgrantee by more than $5,000
or five percent of the Federal award,
whichever is greater. (Applicable to ALL
granteesfsubgrantees).

(3) Construction/Non-Construction
Grants.

(a) Fund or budget transfers between
the two types of work (construction to
non-construction or vice versa)
supported. [Applicable to ALL grantees/
subgrantees].

(b) Deviations listed in paragraph 66c
(1] and (2) as appropriate.

67. Travel costs requiring specific
prior approval by the GRANTOR
AGENCY are for domestic travel [by
educational institutions] exceeding $500
or 25 percent of the approved budgeted
amount identified for such travel and for
each foreign trip. These costs shall be
requested as follows:

a. Domestic Travel by a written
request for approval.

b. Foreign Travel may be incorporated
into a grant application at the time of
submission of the grant application or as"

a separate letter requesting approval.
68. Insurance and Indemnification.

Inclusion of insurance or
indemnification costs in the approued
grant/subgrant budget or award is
normally a precondition for allowability
of such costs. However. separate
request for approval may also be made.
Also prior approval of insurance costs
incurred in accordance with standard
State and local government policy in the
conduct of grantee/subgrantee
activities, both federally and non-
federally related, and consistent with
sound business practices, such as
bonding of employees or liability
insurance for staff, is required.

69. Management Studies. Prior
approval-of costs of management studies
is required if the studies are to be

performed by agencies other than the
grantee/subgrantee or by consultants.

Section 4. Costs Generally Unallowable
70. LandAcquisition. Grantor agency

legislation specifies that no Federal
grant involving the renting. leasing, or
constructing of buildings or other
physical facilities shall be used for land
acquisition. Accordingly. Uand
acquisition tosts are unallowable.

71. Compensation of Federal
Employees. Salary payments, consulting
fees or other remuneration of full-time
Federal employees are unallowable
costs,

72. 7hzrelrFederoalWployee'.
Costs of transportaon. lodging.
subsistence, and related travel expenses
of grantor agency employees are
unallowable charges. Tra ,el expenses of
other Federal employees for advisory
committees or other program or project
duties or assistance are allowable if
they have been:

a. Approred ky the Federal
employee's department or agency, and

b. Included as identifiable item in the
funds budgeted for the project or
subsequently submitted for approval.

73. Bonuses or Commissions. The
grantee or subgrantee is prohibited from
paying any bonus or commission to any
indi% idual for the purpose of obtaining
appro Al of an application for grantor
agency assistance.

74. Milita.'y type equipment. Cost for
such items as automatic weapons.
armored vehicles, explosive devices,
and other items typically associated
with the miltar3 arsenal are
unallowable

75 L, itilusw>q

a, No part Loanv grant shall be used:
I1 For publicity or propaganada

purposes designed to support or defeat
legislation pending before legislative
bodies;

(21 To pay, directly or indirectly, for
an, personal service, advertisement,
telegram, telephone, letter, printed or
written matter, or other device, intended
or designed tsi influence in ony manner a
member of Congzess. to favor or oppose,
by % ote ,r otherwise, any legislation of
appropriation by Congress. whether
before or after the introduction of any
bill or resolution proposing such
legislation or appropriation (18 U.S.C.
3107).

b. This prorvsion StALL NOT limit
the following types of activities:

(II Testimony before legislative
bodies reviewing the effectiveness of
grant programs, or

(2) Introduction and support in the
State legislature of general statutory
reform, such as criminal code revisions,
court reform, etc.

76 Fund Raising. Costs of organized
fund raising. including financial
campaigns, endowment drives.
solicitation of gifts and bequests. and
similar expenses incurred solely to raise
capital or obtain contributions are
unallowable.

Section 5. Indirect Costs and
Administrative Expenses

77. Indirect Costs. These are costs of
an organization that are not readily
assignable to a particular project. but
are necessary to the operation of the
organization and the performance of the
project. The costs of operating and
maintaining facilities, depreciation, and
administrative salaries are examples of
the types of costs that are usually
treated as indirect costs.

a. Approtied Plan Available-
(1) The Administration may accept

any indirect cost rate or allocation plan
previously approved for a grantee by
any Federal granting agency on the
basis of allocation methods
substantially in accord with those set
forth in the applicable cost circulars.

(2) Where federally-approved rates
are used as the basis for charging
indirect costs to grant funds, a copy of
the Federal agency approval document
must be furnished to the grantor agency
as part of the grant application.

b. No E-isting Aporo ved Plm
(1) Where there is no edsting

federally-approved rate, indirect costs
may not be charged to grant funds on
the basis of predetermined fixed rates or
a negotiated lump sum unless the rate or
sum is approved by the grantor agency.
All grantees desiring actual indirect
costs and not having a federally-
approved rate must submit their
proposals to the grantor agency.

(2) In lieu of submitting actual indirect
cost proposals, flat amounts not in
excess of ten percent of direct labor
costs (including fringe benefits) or five
percent of total direct costs may be
allowed as a predetermined rate. These
percentages are based on general
experience with respect to minimum
overhead support levels required for
grantee operations.

(3] Where fPat rates are accEpted in
lieu of actual indirect costs, grantees
may not also charge expenses normally
included in overhead pools. e.g..
accounting services, legal services.
building occupancy and maintenance.
etc., as direct costs.

c. Establshmcmt ofIndirect Cos!
Rates. In order to be reimbursed for
indirect, costs, a grantee or organization
must first establish an appropriate
indirect cost rate and/or cost allocation
plan. To do this. the grantee must
prepare an indirect cost rate proposal or
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cost allocation plan and submit it to the
grantor agency. Local units of
government need only submiVtheir cost
allocationj plans or indirect cost
proposals if specifically requested by
the cognizant Federal agency. The_
proposal must be submitted in a timely
manner (within six months after the eid
of the fiscal year) to assure recovery of
the full amount of allowable indirect
costand it must be developed in
accordance with principles and
procedures appropriate to the type of
grantee institution involved. For further
information concerning the
establishment of indirect cost rates,
consult the brochures listed below
which are published by the Department
of Health, Education, and Welfare
which describe the procedures involved
jn the computation of indirect cost rates.
Copies of these brochures may be
obtained from the Superintendent of
Documents, U.S. Government Printing
Office, Washington, D.C. 20402.

(1) OASC-1 (Rev)-A Guide for
Colleges and Universities, Cost
Principles and Procedures for
Establishing Indirect Cost Rates for
Research Grants and Contracts with the
Department of Health, Education, and
Welfare.

(2) OASC-5 (Rev)-A Guide for Non-
Profit Institutions, Cost Principles and
Procedures for Establishing Indirect
Cost and Other Rates for Grants and
Contracts with the Department of
Health, Education, and Welfare.

(3) OASC-10-A Guide for State and
Local Government Agencies, Cost
Principls and Procedures for
Establishing Cost Allocation Plans and
Indirect Cost Rates for Grants and
Contracts with the Federal Government.

78. Cost Allocation Plans--Central
Support Services. CJCs, other State
agencies, and local units of government
may not charge to a grant the cost of
central support services supplied by the
State or local except pursuant to a cost
allocation plan approved by the
cognizant Federal agency. The rate
which is to be applied may be on a
provisional, final or predetermined
basis.

79. Reserved. (Administrative
Expenses)

80. Reserved.

Chapter 6. Procurement and Property
Management Standards

81. Procurement Standards.
a. General. All grantees/subgrantees

must follow the Federal standaf'ds in
establishing procedures for the
procurement of supplies, equipment,
construction, and other services with
grant funds. These standards are
furnished to ensure that such materials

and services are obtained in an effective
manner and in compliance with the
provisions of 0MB Circular Nos. A-102
and A-110 and Executive Orders 11246
andf 11375, entitled "Equal Employment
Opportunity." State and-local
government shall refer to appendix 3,
OMB Circular A-102, Attachment 0.
Institutions of Higher Education,
Hospitals and Other Non-Profit
Organizations shall refer to appendix 4,
OMB Circular A-110, Attachment 0. Any
grantee/subgrantee (state or local)
whose procurement system, has been
certified by a Federal Agency is not
subject to prior approval requirements
of Attachments 0, OMB Circular A-102.
Grantor agency pri6r approval will only
be required for areas beyofid limits of
the grantee!subgrantee certification.

b. Adequate Competition. All
procurement transactions whether
negotiated or advertised and without
regard to dollar value shall be
conducted4ri a manner so as to provide
maximum open and free competition.

c. Noncompetitive Practices. The
grantee/subgrantee shall be alert to
organizational conflicts of interest or
noncompetitive practices among
contractors which mayrestrict or'
eliminate competition or otherwise
restrain trade. Contractors that develop
or draft specifications, requirements,
statements of work and/or RFPs for a
proposed procurement shall be excluded
from bidding or submitting a proposal to
compete for the award of such
procurement.-An exemption to this
regailation requires the prior approval of
the grantor agency and is only given in
unusual circumstances such as when a
nonprofit organization is acting as the
agent for the state or local unit of
government. Any, request for exemption
must be submitted in writing to the
grantor agency.

82. Construction Requirements. The
'following policies and procedures
relevant to construction are applicable
to grantees/subgrantees. For the
purpose of determine the appropriate
funding ratios for construction projects,
refer to Figures 2-1 and 2-4 of Chapter
of this guideline manual.

a. The definitions for construction are:
(1) Under the Crime Control Act,.

construction means the erection,
acquisition, expansion, remodeling or
alteration of existing buildings, and the.
cost of equipping said facilities. Initial
equipment includes heating, plumbing,
air conditioning and electrical service
and similar fixed equipment items but
does not include equipment not
inherently a part of the facility, such as
office furniture and equipment.

(2) Under the Juvenile Justice and
Delinquency Prevention Act,

construction means the acquisition,
expansion, remodeling and alteration of
existing buildings and initial equipment
of any such buildings, or any
combination Qf such activities (including
architects' fees but not the cost of
acquisition of land for buildings). For the
definition of initial equipment, refer to
paragraph 82a(1).

(3) Under the Justice System
Improvement Act, construction means
the erection, acquisition, or expansion of
new or existing buildings or other
'physical facilities and the acquisition or
installation of initial equipment but does
not include renovation, repairs or
remodeling. For the definition of initial
equipment, refer to paragraph 82a(1).

b. Qualifications. When considering
the use of grantor agency funds for
construction, grantees and subgrantees
must be cognizant of the following
qualifications as to their use:

(1) Acquisition of non-fixed
equipment, feasibility studies,
architectural studies and engineering
fees, costs of soil borings and the like,
may be funded on a 90 percent Federal,
10 percent matching share basis. These
costs can'be included in one application
as a single line item of the budget which
shows the 10 percent matching share.
The "pure" construction elemefits
(including site preparation) of the budget
may then be displayed with their
appropriate percentage of Federal
participation and matching share.

(2) Grantor agency legislation
provides that-no portion of Federal grant
funds shall be used for the acquisition of
land. Grantees/subgrantees should,
therefore, consider absorbing land
acquisition costs within their share of
construction project costs. Land may be
used as in-kind match, However, the
cost or value of (a) land already
beneficially owned by the grantee/
subgrantee prior to the fiscal year In
which a construction project is approved
or (b) which the grantee/subgrantee
holds under a grant or patent from the
United States for which no
consideration was given, may not count
as i matching share contribution, Land
for which consideration was given to the
United States must be valued at
acquisition cost.

(3) The total cost of a construction
project includes the cost of site
preparation, including demolition of
existing structures. Any proceeds
realized from site preparation activities
(e.g., salvage value of structures
deiholished or the proceeds from sale of
timber) shall be applied to the project to
reduce the total cost of the construction
project.

(4) Payment of relocation costs shall
be l^n accordance with the "Uniform
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Relocation Assistance and Real
Property Acquisition Policy Act of 1970."
Refer to the effective edition of
Guideline 4061.1 "Relocation Assistance
and Payments." for a detailed
explanation of costs for relocation
assistance payments.

c. Special Fiscal Conditions for
Construction Projects. Grant or subgrant
funds for construction or facility
improvement, which require letting a
contract amounting to $100,000 or more
to a private company or individual shall
require:

(1) A bidguarantee equivalent to five
percent of the bid price. The bid
guarantee shall consist of a firm
commitment such as bid bond, certified
check, or other negotiable instrument
accompanying a bid as assurance that
the bidder will, upon acceptance of his
bid, execute such contractual documents
as may be required within the time
specified after the forms are presented
to him.

(2) A performance bond on the part of
the contractor for 100 percent of the
contract price. "Performance bond"
means a bond executed in connection
with a contract to assure payment is
required by law of all persons supplying
labor and material in execution of the
work provided for in the contract.

(3) Where the Federalgovernment
guarantees the payment of money
borrowed by a grantee or subgrantee,
the CJC may. at its discretion, require
adequate bonding and insurance if the
bonding or insurance requirements of
the grantee or subgrantee are not
deemed sufficient to protect adequately
the interest of the Federal government.
In those instances where construction of
facility improvements for less than
$100,000 are contemplated and the
subgrantee does not have any
requirements for bid guarantees,
performance bonds and payment bonds,
the CJC will impose State requirements
on the subgrantees.

d. Exceptions for fJDP Construction
Projects.

(1) Source and Types of Funds. Match
for construction programs and/or
projects awarded to public agencies
must consist of cash appropriated by the
grantor or contributed by a private
agency or individual. This requirement
may be waived by the grantor agency, in
whole or in part. for grants awarded to
private agencies and in-kind match
substituted if*

(a) The program and/or project
otherwise meets the criteria of the
Juvenile Justice Act.

(b] It is consistent with the State
Comprehensive Application.

(c) It is meritorious. i.e., it will help
alleviate the juvenile delinquency
problem,

(d) A demonstrated and determined
good faith effort has been made to find a
cash match.

(e) No other reasonable alternative
exists except to allow in-kind match.

(2) Use of Funds.
(a) Construction programs and

projects funded under the Juvenile
Justice and Delinquency Prevention Act
funds are limited to construction of
innovative community based facilities
for less than 20 people. Facilities include
both buildings and parts or sections of a
building to be used for a particular
program or project

(b) Erection of new buildings is not
permitted with Juvenile Justice and
Delinquency Prevention funds.

(c) Use of Juvenile Justice and
Delinquency Prevention funds for
construction is equally applicable to
programs or projects using Formula or
Special Emphasis Prevention and
Treatment Program funds.

83. Standards for Property
Management. The standards and
procedures contained in this chapter
apply to all grantees/subgrantees
receiving grantor agency assistance. The
standards are based on the property
management standards prescribed in
Attachment N of both OMB Circulars A-
102 and A-110.

a. Acquisition. All grantees/
subgrantees are required to be prudent
in the acquisition and management of
property with grant funds. Expenditures
of grant funds for the acquisition of new
property, when suitable property
required for the successful execution of
project is already available within the
grantee or subgrantee organization, will
be considered unnecessary
expenditures.

b. Screening. Careful screening should
take place before acquiring property in
order to ensure that it is needed and that
the need cannot be met with property
already in the possession of the grantee/
subgrantee organization. While there is
no prescribed standard for such review,
granteei'subgrantee procedures might
well establish levels of review
dependent on factors such as the cost of
the proposed property and the size of
the grantee or subgrantee organization.
The establishment of a screening
committee may facilitate the process;
however, a grantee or bubgrantee may
utilize other managment techniques
which it finds effective as a basis for
determining that the property is needed
and that it is not already available
within the grant recipient's organization.

c. Grant Review Responsibilities.
Grantor agency program monitors and

CJC grant reviewers must ensure that
the screening referenced above takes
place and that the grantee/subgrantee
has an effective system for property
management. Grantees and subgrantees
should be informed that if the grantor
agency is made aware that the grantee
or subgrantee does not employ an
adequate property management system
grant costs associated with the
acquisition of the property may be
disallowed.

d. Loss, Damage or Theft of
Nonexpendable Personal Property.
Grantees/subgrantees are responsible
for replacing or repairing the property
which is willfully or negligently lost.
stolen, damaged or destroyed. Any loss,
damage, or theft of the property must be
investigated and fully documented and
made part of the offical grant records.

e. Accounting Requirements.
Grantees/subgrantees are required to
maintain readily identifiale inventory
of nonexpendable personal property
(with an acquisition cost of $1.000 or
more) purchased in whole or in part
with grantor agency funds. Results of
this physical inventory are to be made a
part of the grantee's official records and
must be available for review by
authorized Federal and State personnel.
In addition. the CJC must ensure that
this type of inventory is maintained for
its subgrants.

f Record Keeping Requirements.
Grantees/subgrantees are required to
maintain, as part of the financial records
of the grant or subgrant, the following
types of property management records
for all property acquired in whole or in
part with grantor agency funds. The CJC
may determine at which level, CJC or
subgrantee, records shall be maintained
for subgrant property. At a minimum.
property management records must
meet the following requirements:

(1] Records must contain copies of
purchase orders and invoices.

(2) The records must include an
inventory control listing for
nonexpendable personal property and
the list must be kept current. The system
may be manual or automated.
centralized or decentralized; however.
the records must contain;

(a) Item description.
(b) Source of property.
(c) Manufacturer's serial number and.

if applicable, a control number.
(d) Grantor agency funded cost equity

at time of acquisition.
(e) Acquisition date of cost.
(f) Location, use and condition of

property.
(g) Ultimate disposition data including

sale price or the method used to
determine current fair market value.
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(3) A physical inventory of
nonexpendable personal property (with
an acquisition 6ost of $1,000 or more)
shall be taken and the results reconciled
with the property record at least once-
every two years to verify the existence,
current utilization and continued need
for the property. If the GJC determines
that property management records shall
be maintained by the subgrantees and
that the subgrantee shall perform the
physical inventory of property, the
results of the inventory must be
forwarded to the CJC for review and
concurrence. These records shall
become part of the official grant file of
the CJC.

(4) A control system shall be in effect
to ensure adequate safeguards to
prevent loss, damage or theft to
nonexpendable personal property. Any
loss, damage or theft of nonexpendable
personal property shall be investigated,
fully documented and made part of the
official grant file.
(5) Adequate maintenance procedures

shall be established to keep the
nonexpendable personal property in
good condition.
(6) Proper sales procedures which

would provide for competition to the
maximum extent practicable and result
in the highest possible return shall be
established for unneeded
nonexpendable personal property.

g. Retention Period. Records for
nonexpendable personal property which
has been acquired in whole or in part
with Federal grant funds must be
retained for three years after final
disposition of the nonexpendable
personal property.

84. Policies. Policies and procedures
with respect to the acquisition and
disposition of property acquired with
" rant funds must be based on three
primary considerations: the function of a
property in facilitating successful -
execution of a project; the necessity for
ensuring that grant funds are properly
used and accounted for; and, the
desirability of minimizing administrative
accounting and reporting requirements.
All grantees/subgrantees utilizing grant
funds for the acquisition of property are
responsible for establishing and
maintaining systems for the-effective

.management of such property.
Grantees/subgrantees shall apply the
same policies, procedures and controls
normally applied for all of their other
property to property acquired with
grantor agency funds, provided that the
minimum management standards
contained in this guideline are met.

85. Definitions. The following
definitions apply for the purpose of this
guideline.

a. Real Property. Real Property means
land, land improvements, structures, and
appurtenances thereto, excluding
movable machinery and equipment.

b. Personal Property. Personal
property means property of any kind
except real property. It may be tangible
(having physical existence) or intangible

.. (having no physicdl existence, such as
patents, inventions, and copyrights).

c. Nonexpendable PersonalProperty
Nonexpendable personal property is
tangible personal property having a
useful life of more than one year and an
acquisition cost of $300 or more per-unit.
A grantee or subgrantee may use its
own definitioin of nonexpendable -

personal, provided that such definition
includes all tangible personal property
as defined above. That is, if-the
grantee's/subgrantee's property
management system defines
nonexpendable personal property in
terms which include a broader range of
property, i.e., $100 per unit cost and
encompasses all items which would be
so classified in the above definition, a
grantee/subgrantee may continue to use
its own criteria.

d. Expendable Personal Property.
Expendable personal property refers to
all tangible personal property other than
nonexpendable personal property.

86. Intangible-Personal Property.
a. Patents, Patent Rights, and

Inventions. If any grant project produces
patents, patent rights, or inventions in
the course of work aided by Federal
grant or CJC subgrant funds, such facts
must be promptly and fully reported to
the grantor agency. The grantor agency
will determine wheth'er protection of
such invention or discovery (including -

rights under any patents issued thereon)
is necessary in accordance with
"Government Patent Policy" (President's
Memorandum for Heads of Executive
Departments and Agencies, August 23,
1971, and statement of Government
Patent Policy as printed in 36 P.R.
16889).

b, Copyrights and Copyrightable
Material. Where the Federal grant or
CJC subgrant results in a book or other
copyrightable material, the author,
grantee or subgrantee is free to
copyright the work, but the grantor
agency reserves ad-a royalty, free,
nonexclusive and irrevocable license to
produce, publish, or otherwise use, and
authorize othbrs to use, the work for
government purposes.

87. Standards and Procedures
Governing Ownership, use and
Disposition of Property. The following
requirements concerning property
control and management are applicable
to all recipients of Federal funds.

a. Real Property Acquired With
Block, Part D or If Formula Funds.

(1) Land Acquisition. Block, Part D or
JJ formula funds shall not be used for
land acquisition.

(2) Use of Real Propert.V, The CJC and
its subgrantees may use real property
acquired in whole or in part with
Federal funds for the authorized purpose
of the original grant as long as needed
whether or not the program or project
continues to be supported by Federal
funds.

(3) Disposition. Initially, title to and
accountability for real property acquired
in while or in part with block and
formula funds is vested either In the
grantee or the subgrantee. Upon
completion of the subgrant project,
subgrantees shall submit a Final
Financial Status Report and a Propety
Inventory Report. The properly report
identifies real property acquired in
whole or in part with block or formula
funds. Upon receipt and review of the
property report, a GJC must formally
advise subgrantees within 120 days after
the end date of the grant, of the
determination it has made relative to the
use of the real property. In making this
determination, a CJC may exercise one
of three options:

(a) Permit the subgrantee to retain the
property acquired with Federal funds as
long as thereis a need for the property
to accomplish the purpose of the
program or project, whether or not the
program or project continues to be
supported by Federal funds, provided
that the use of such property is
consistent with those objectives
authorized for support by the CJC.

(b) Direct the real property to be
transferred to other subgrantees or a
criminal justice activity needing the
property, provided that use of such real
property is consistent with those
objectives authorized for support by the
GCJ.

(c) Return all real property furnished
or purchased wholly with Federal funds
to the control of the grantor agency. In
the case of real property purchased In
part with Federal funds, the subgrantoo
may be permitted to retain title upon
compensating the grantor agency for its
fair share of the property. The Federal
share of the property shall be computed
by applying the percentage of the
Federal participation in the total cost of
the project for which the broperty was
acquired, to the current fair market
value of the property. In thos6 instances
wherein the subgrantee does not wish to
purchase real property originally
purchased in part with Federal funds,
disposition instructions shall be
obtained from the grantor agency.
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b. Real Property Acquired with
Categorical Funds shall be subject to the
same principles and standards as
outlined in paragraph 87a with the
exception that grantees must request the
disposition instructions from the grantor
agency.

c. Nonexpendable Personal Property
Acquired With Block, Part D or]]
Formula Funds. When nonexpendable
personal property is acquired in whole
or in part with block, Part D or JJ
formula funds, title will not be taken by
the Federal government but shall be
vested either in the CJC or its
subgrantees. Said vestment of
ownership is subject to the following
restrictions on the use and disposition of
the property.

(1) Grant Completion. Upon
completion of the subgrant project, each
subgrantee must submit a Final
Financial Status Report and a Property
Inventory Report. This property report
identifies property purchased in whole
or in part with block, Part D or JI
formula funds. Upon receipt and review
of the property report, the CJC shall
formally advise the subgrantee within
120 days after the end date of the grant
of the determination it has made relative
to the use of the property. In this
respect, the CJC may exercise one of
two options. It may:

(a) Permit the subgrantee that
purchased the nonexpendable personal
property to retain such property,
provided that the subgrantee makes
written assurance that it will use the

,property in the criminal justice system
and consistent with those objectives
authorized for support by the CJC.

(b) Permit the nonexpendable
personal property to be transferred to
other subgrantees needing the property,
provided that these recipients make
written assurance that they will use the
property in the criminal justice system
and consistent with those objectives
authorized for support by the CJC.

(2) Use of Nonexpendable Personal
Property. CJCs may permit subgrantees
of nonexpendable personal property
purchased in whole or in part with
block, Part D or IJ formula funds to use
such property in the following order of
priority:

(a) In the subgrant project as long as
there is a need for the property to
accomplish the purpose of the project,
whether or not the project continues to
be supported by Federal funds.

(b) In other CJC or grantor agency
funded projects requiring the use of such
property.

(c) In grants of other Federal agencies
needing the property.

(d) In other criminal justice activities
needing the property, provided that

these activities are consistent with those
authorized for support by the CJC.

(3) Disposition. When the property is
no longer needed as provided for in
paragraph 87c. the subgrantee shall
request disposition instructions from the
CJC. The CJC shall issue disposition
instrucitons within 120 days from the
subgrantee's request. The property, with
the concurrence of the CJC, may be used
for the subgrantee's own official
activities in accordance with the
following standards.

(a) Nonexpendable personal property
with a unit of acquisition cost of less
than $1,000. The subgrantee may use the
property without reimbursement to the
CJC or the grantor agency or sell the
property and retain the proceeds.

(b) Nonexpendable personal property
with a unit acquisition cost of $1L,00 or
more.

1. The CJC may permit the subgrantee
to retain the property for other uses
provided compensation is made to the
CJC. The amount of compensation shall
be computed by applying the percentage
of Federal participation in the cost of the
original CJC block, Part D or JJ formula
program under which the subgrant was
funded to the current fair market value
of the property.

2. The CJC may instruct the
subgranlee to ship the property
elsewhere. The subgrantee shall be
reimbursed by the beneficiary with an
amount which is computed by applying
the percentage of the subgrantee's
participation in the cost of the block,
Part D or JJ formula program under
which the subgrant was funded to the
current fair market value of the
property, plus any reasonable shipping
or storage cost incurred.

3. The CJC may instruct the
subgrantee to sell the property and
reimburse the CJC an amount which is
computed by applying the percentage of
Federal participation in the cost of the
original block, Part D or JJ formula
project under which the subgrant was
funded to the current fair market value
of the property. The subgrantee is
permitted to retain $100 or ten (10)
percent of the proceeds, whichever is
greater, for selling and handling
expenses.

4. Refunds from the sale or purchase
of property may be retained by the CJC
and used for program purposes when the
sale or purchase of property occurs
during the period of award of the block,
Part D or JJ formula grant under which
the property waspurchased. If the sale
or purchase of property occurs after the
termination date of the grant, the
proceeds of the sale or purchase must be
returned to the grantor agency for

forwarding to Treasury for
miscellaneous income.

5. When the CJC determines that
nonexpendable personal property with
an acquisition cost of $1,000 or more is
unique, difficult or costly to replace, the
CJC may reserve the right to require the
subgrantee to transfer the property to
the control of the CJC or directly to a
third party named by the CJC when such
third party Is otherwise eligible under
existing regulations. Such reservations
shall ensure that the property is
appropriately identified in-the CJC grant
agreement or otherwise made known to
the subgrantee.

d. Nonexpendable Personal Property
Acquired Under Categorical Grants by a
Go vernment Agency, Educational
Institution or Hospital. When
nonexpendable personal property is
acquired by governmental grantees,
educational institutions, hospitals, and
non-profit organizations, in whole or in
part with grantor agency categorical
funds, title will not be taken by the
Federal government, but shall be vested
in the grantee subject to the following
restrictions on use and disposition of the
property:

(1) Grant Completion. Within ninety
(90) days after the end date of the grant,
the grantee shall submit a listing of all
nonexpendable personal property
purchased for the project. Information
provided in this listing shall indicate
item description, date of purchase of the
property, condition (serviceability) of
the property and total cost of the
property. This information shall be
made a part of the official grant file.
Property purchased after submission of
the listing must also be reported using
the format previously described.

(2) Use. The grantee/subgrantee shall
use the property in the project for which
is was acquired as long as there is a
need for the property to accomplish the
purpose of the project whether or not
the project continues to be supported by
Federal funds. When no longer needed
for the original project, the grantee/
subgrantee shall use the property in
connection with its other Federally
assisted program; in the following order
of priority.

(a) Other grants of the grantor agency
needing the property.

(b) Grants of a CC needing the
property.

(c) Grants of other Federal agencies
needing the property.

(3) Disposition. When the grantee/
subgrantee no longer needs the property
as provided in paragraph 87d(l), the
property may be used for other activities
of the grantee in accordance with the
following standards:
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(a] Nonexpendao7leypersonalproperty
with a unit acguisition-cost-qj-less'than
$1,000.The granteeltubgrantee may
retain' the property-fori7tsownuse-
without reimbursement-to theFederal
government'or sell:the property-and
retain the proceeds.

(b) Nonexpendableflersonal property
with a unit acguisitian costtof $1;000 or
more.'Thegrateeisubgrantee may
retain the propertylfor~otherauses
provided-that compensation shillbe
computed by applying :the percentageof
grantor agency participation-indhe cost
of.the original project'to the icurrent fair
market value of the property.If the
grantee/subgranteehasno-meedifor he
propertyi, he shllxequest disposition
Instructions from thecomponent -dfthe
grantor agency which-administers the
grant.

(c) GrantorAgency:Action .Upon
receipt ofnotificationirom-a grantee/
subgrantee that itlhasnoneed for
nonexpendable, p~rsonal .propertywvitha
unit acquisitionicost:of$1,000 ormore,
the componentof thegrantor" gency
which administers the gant shall use
one of the followin'gpptions:

1. It may instruct the grantee/
subgrantee to ship theproperty toother
agencies -needing-the property. -he
granteelsubgrantee,shallhereimbursed
by the beneficiarywith n amount

which is-computed by-aplying !he
percentage of the;ranteels/subgrantee's
participation in.the cost of'theproject to'
the currentfair market value-of the
property, plus any reasonable shipping
and storage costs incurred.

2. It.mayinstruct thegranteej
subgrantee to sell the propertyand
reimburse The,grantor.agency.ana mount
which is computedlby.app~ying the

percentage of.Federal participation in
the cost of theproject to the currentiair
market value of the property./he
grantee/subgranlee-is permitted to
retdin $100 or tenlloJ),percent df the
proceeds, whicheveris greaterfor
selling and handling'expenses.

3. When'the grantor agency
determines that nonexpendable
personal property with -anacguruEsfion
cost of $.000,or moreis unique, difficult
or costly-to replace, the grantor -gency
may reserve the right to reguire'the
grantee!/subgrantee to transferiroperty
to the control of the grantor agency or'
directly to a-third party named by'the
grantor agency when such third partyis
otherwise;e.igiblemunder-existing
regulations. Such reservation 'shall --

ensure lthat the;propertyis appropriately
identified n 4he grant-agreement or'
otherwise made.khown'to the-granteey
subgrantee.

e. Replacement'of Property.When an
item of nonexpendablle'personal ,

property -with:an-acquisition -cost of
$1,000 or-more is nolonger-efficient or
serviceale but- he granteefsubgrantee
continues to need the'property in its
criminal justice system, the grantee/
sa'bgranteemay replace -theproperty

2 through tradein or -sale andOsubsequent
purchase of new-property, provided he
following-requirements arezmet:

-(I) Similar Function. Replacement'
property must serve the -samefunction
as-the'ofiginal property and inust be:6f
the same nature or character, although'
notlmecessarily.ofthe same grade -or
quality.

:(2)Credit.% Value credited for the
property,if the properiyls traded"in,
rmustibe related toitslairinarket -value.

(3) Time.urchase ofireplacement
property-musttakejplace soon enough
aftertheiale of-property.t6show-that
the sale ind the purchase are related.

(4)-Compensation. ,Replacement-of
propertyunderlhis paragraphisnot a
disposition ofTroperty. The granteej
subgranteeis notrequired,:at the imetOf
replacement,-to compensate the Federal
government.for -he Federdlshare of-the
propertyrather-, the Federal share shall
be applied-tothe-replacement-cost of-the
property. Thereplacementp2roperty
shall be subject to the same instructions
on use and disposition as theproperty
replaced.

(5) Calculation.of-Federal-Share. The
Federal shareof-thereplacement
propertyshallbe calculated as follows:

fa) The proceeds frprn the sale of-the
original-property or theamount credited
for trade-inshall be multipliedby the
federal share (percentageJ-to produce a
dollar amount.

f fb) The percentage of-the dollar
amount to the total purhaseprice.of'the
replacementproperty.shall.be the
Federal share ofthereplacement
property.

(6) RriorApyroyal Subgrantees of
block and categoficalgrant funds must
obtain The written permission of he CJC
to use the provisions of this paragraph

priorto entering into negotiationfor the
replacement or trade-in6f
nonexpendable personal property.

88-89 Reserved.

Chapter Z!AdditionahGrant,
Requirements

90. Genera. This chap.ter -setsforth
additionaladrirnitrative -standards to
be-used by grarftees/subgrantees in
admirfisteringgrant furids.
:'91. Printing. -The term printing-shall be

construed'tb'inchideand apply .to the
process of composition, plate-malting,
presswork, -inding,-and microilm; the
equipment-as-classified in thetables in
Tifle-II'of-the'GovemmentPrinting -nd
BindingRegtilations, published by ,the

Joint Committee on Printing, Congress of
the United States, and -as -used in such
processes, or 1he end items produced by
suchprocesses and equipment. Pursuant
to the Governmenf Printing and Binding
Regulations, no project may be awarded
primarily or substantially for the
purpose of having matqrial printed for
the grantor agency.-The Government
Printing and Binding Regulations allow:

a. Issuance.Tleissuance of a project
for the support 6f-nongovernmentril
publications, provided such projects
were issued pursuant to an
authorizationof law and were notimade
primarily or substantially for the
purpose oflhaving material printed for
the grantor agency.

bPublications. Thepublication of
findings by grdnteesisubgrantees within
the terms rf their project provided that
such publication is not primarily or
substantially for the -purpose of having
such findings printed forthe grantor
agency.

.c. Initiation. The initiationof the
procurement of writing, editing,
preparation of xelated illustration
material from grantees/subgrantees or
the nternal printing requirements of the
grantee/subgrantee necessary for
compliancewith the terms'ofthe
project. However, the printing of:suoh
material for the Government must'be
accomplished in accordance with
printing laws and regulations.

d. Duplication. A requirement for a
grantee/subgrantee to duplicate less
than:5,OO0units'ofonly one page, -or less
than 25;000 unitsin 'the aggregate of
multiple pages of.its findings for the
grantor agency will not be deemed lo be
printing primarily or substantially for
the'grantoragency (e.g., 5,000 copies of
50 pages,-etc.). Forthe purpose:6f'tliis
paragraph, such pages may not -exceed a
maximum image size of -10/4 by 1414
inches.

e. Production. A requirement forna
granteelsubgrantee to produce less'than
250:duplicates -from original microfilm
will not-be deemed to-be printing
primarily:or substantially for-the grantor
agency. Microfilm is defined as°one roll
of mierofilm-loOfeet in length or-one
microfiche.

92. ,Publicity. Project Directors are
encouraged twmdke the results and
accomplishments -of their activities
availableto-fh e'piblic.-Prior grantor
agency approval iUnot needed for
publishing'thexesuilts of an activity
undera project. Responsibility forthe
direction of the activity should not be
ascribed to the'grantor -agency.
However, an acknowledgement of
support mdst~be made through use of the
following or comparable footnote:
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This project was supported by Grant
No .......... awarded by the LEAA, NIJ,
BJS or OJARS (indicate the name of the
grantor). The contents do not
necessarily reflect the views and
policies of this grantor agency.

93. Copyright. Except as otherwise
provided in the conditions of the award,
the author is free to arrange for
copyright without approval when
publication or similar materials are
developed from work under a grantor
agency supported project. Any such
copyrighted materials shall be subject to
the Government's right to reproduce
them-translate them. publish them, use
and dispose of them, and to authorize
others to do so for Government
purposes. In addition, communications
in primary scientific or professional
journals publishing initial reports or
research or other activities supported in
whole or in part by grantor agency
project funds may be copyrighted by the
journal with the understanding that
individuals are authorized to make or
have made by any means available to
them, without regard to the copyright of
the journal, and, without royalty, a
single copy of any such article for their
own use.

94. Conflict of Interest. Personnel and
other officials connected with grantor
agency funded programs shall adhere to
the requirements given below:

a. Advice. No official or employee of a
State or unit of local government or of
non-government grantees/subgrantees
shall participate personally through
decision, approval, disapproval,
recommendation, the rendering of
advice, investigation, or otherwise in
any proceeding. application, request for
a ruling or other determination, contract,
grant, cooperative agreement. claim,
controversy, or other particular matter
in which grantor agency funds are used,
where to his knowledge he or his
immediate family, partners, organization
other than a public agency in which he
is serving as officer, director, trustee,
partner. or employee or any person or
organization with whom he is
negotiating or has any arrangement
concerning prospective employment, has
a financial interest.

b. Appearance. In the use of grantor
agency project funds, officials or
employees of State or local units of
government and non-governmental
grantees/subgrantees shall avoid any
action which might result in, or create
the appearance of:

(1) Using his or her official position for
private gain;

(2) Giving preferential treatment to
any person;

(3) Losing complete independence or
impartiality;,

(4) Making an official decision outside
official channels; or

(5) Affecting adversely the confidence
of the public in the integrity of the
Government or the program.

95. Termination of Categorical
Projects. The grantor agency's right to
terminate any project will normally be
exercised only where it has reason to
believe that the grantee/subgrantee is
mishandling project funds or is unable
to carry out the project properly or
where anticipated continuation funds
become unavailable. In the event that
the project is terminated, the grantor
agency will notify the grantee in writing
of its decision, specify the reasons
therefore, and accord the grantee/
subgrantee a reasonable time to
terminate project operations or seek
support from other sources. A project
which is prematurely terminated will be
subject to the same requirements
regarding audit, recordkeeping, and
submission of reports as a project which
runs for the duration of the project
period. Refer to 28 CFR Part 18 for
appeals rights in event of termination.

96. Changes in Categorical Projects.
All requests for programmatic and/or
administrative budget changes must be
submitted in a timely manner by the
grantee/subgrantee. All requests for
changes to the approved grant shall be
carefully reviewed by the applicable
authority as defined in paragraph 54 for
both consistency with this manual and
their contribution to project goals and
objectives.

a. Tjpes of Project Changes. In
addition to project changes addressed In
paragraphs 29d and 66, there are several
other types of changes and/or
modifications which require formal
approval of the grantor agency.
Examples of such changes are:

(1) Change in project site;
(2) Changes which increase or

decrease the total cost of the project,
(3) Change in or temporary absence of

the project manager/director
(4) Transfer of Project;
(5) Successor in interest and name

change agreements:
(6) Transfer for contracting of project

requiring prior approval;
(7) Addition of an item to the project

budget requiring prior approval;
(81 Special conditions attainment, if

required.
b. Notification. All grantees must give

prompt notification in writing to the
grantor agency of events or proposed
changes which may require an
adjustment/notification such as those
set forth in paragraphs 29d, 66. and 96a.
In requesting an adjustment, the grantee
must set forth the reasons and basis for
the proposed change and any other data

deemed helpful for grantor agency
review.

97. C]C Supervision and Monitoring
Responsibility for Categorical Projects.

a. C]Cs are responsible for
supervising and monitoring only those
projects which have been awarded to
them.

b. When it is the grantee, the CJC has
the responsibility for assuring proper
administration of categorical subgrants
including responsibility for

(1) Proper conduct of the financial
affairs of any subgrantee or contractor
insofar as they relate to programs or
projects for which categorical projects
Junds have been made available; and.

(2) Default in which the CJC may be
held accountable for improper use of
grant funds.

c. The CJC should incorporate
categorical grants into its system for
subgrant monitoring and supervision
and, to the extent appropriate and
consistent with the grantor agency
guidelines, use the same procedures for
supervision of categorical subgrants as
are used with block subgrants.

d. CJC approval is not required for
subgrantees to transfer between direct
cost object class budget categories, the
cumulative amount of up to 5 percent of
the project budget (Federal and non-
Federal funds] for project budgets in
excess of $100.000.

e. The C]C has the authority to
approve the changes listed below.
provided that the CJ'C informs the
grantor agency in writing of the request,
and the action, within 14 calendar days
of the CJC action and prior to the -
original end date of the project.
Exceptions to this authority may be
made. but will be made known before
the CJC has been made the grantee. The
areas where a CJC may approve
changes for its subgrantees are:

(1) Any cumulative amount of
transfers exceeding the limitations set
forth in paragraph 97d, if this does not
alter the scope or objectives of the
approved project.

(2) Extensions of categorical projects
up to three months beyond the initial
approved duration, not to exceed a total
project period of 24 months.

(3) Other minor deviations from
categorical projects necessary to assure
efficient administration, but not
including departures which change the
scope or objectives of the approved
project or which vary from the project
description published in this guideline
manual.

f Changes exceeding the authority of
the CJCs in paragraph 97e. must receive
prior approval from the grantor agency.

g. In the case of projects for which the
C]C is both the grantee and the
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implementing agency, priorapproval-for
grant extensions in paragraph 29d,
project changes specifiedin paragraph
96a, and budget changes beyond those
specified in paragraph 97e, must be
obtained fromihe grantor -agency.
- 98. Financial Evaluation-of
Categorical Project Applications.

a. Financial evaluation of project
applications involves (1)performing a
cost analysis 'of each project application
considered forifunding by thegrantor
agency and-(2) determirfiiig the
adequacy of the.applicant institution's
accounting system.lo insure .that Federal
funds, if awarded, will be expended in'a
judiciousmanner.

b.A Aost analysis s:the process:of
obtaining cot -breakdowns, verifying
cost data, evaluating specific elements
of cost, andexamiiing data to
determine -the.necessity, '
reasonableness, and appropriateness of-

.the proposed cost.The-formand-extent
of such an.analysis will-be-determined
by 'thegrantor -agency. -

c. Where tanopplicant has 'never
received a grantor agency,,award, -the

- organization':accounting system-must
be reviewed prior tozaward.-or within a
reasonable time thereafter -to asure its
adequacy,-and -acceptability. ,This review
will also apply where known financial
or management deficiencies-exist.'Such
a review will be undertaken-by or at the
directionof the -grantor agency. The
results of the Teview will determine the
action to -be laken by -the grantor-agency
with regard ,to theaward.

99. Subgranting and Cohtracting-of
Categorical Project-Supported EfforL

a. Noneof teprncipcr acti vities of
the project-supported effort shall-be
subgranted:or contracted outto.another
organization without specific prior
approvalby 'the, grantoragency- Where
the intention to -award subgrants or
contracts Is madeknown at the time of
application, this :appro.alnay be
considered grantedif these -activities -are
funded as proposed.

b. All such arrangements must-be
formalized in a contract or'other.wiutten
agreement between the partiesinvolved.
The.contract or agreementmiust,'at a
minimum, -state the activities .to be
performed, the -time -schedule, the project
policiesand theflowthrough I
requirements that.arempplicable to the
subgrantee contractor, or other .
secondaryirecipient, other'polinies tnd
procedures to belollowed, tie'dollar -
limitation of-the agreement, :and :the -cost
principles to be used in determining
allowable costs. The :contractor other
.written agreemenft -mustnot-affect he
grantee's -oxeralLresponsibiity-forthe
direction of the:projectand
accountability to the Government.

1 -100. Close-Out of-Categorical.Projects.
.a. Definition. Close-out is a process in

which the grantor-agency determines
that all applicable administrative
actions and all required work-of the
grant have been completed by the
grantee-and the grantor agency.

b. Grontee -Close-Out.Requirements.
WithinS 0:days after theend date-of the
grant-or anyapproved:extension thereof
(revised end.date) the following
documents must be submitted.by the
grantee .toihe grantor agency.

(1).inancial Status Report. This
FINAL:report .of,expenditures must have
no-unliquidated obliga tions and must
:indicate the exact',balance of
unobligaed funds. Any nnobligated/
unexpendedunds .will bedeobligated
from the award amount by the~grantor
agency.,Grantees ona check-issued
basis,-wvho have drawn:downands in
excess of'their obligations/expenditures,
shall return unused funds to the grantor
agency at he same time they submit the
final report.

-(2) Final Pogress Repor This report
should be prepared in-accordance -with
ingtructions provided by 1he grantor
agency.

(3) Propertyin'entary.Repart. This
report reflects ALLTeal -and
nonexpendable personil-propetty
(usefullife of -1'ear:or more and
acquisitioncost of $300 or more per unit)
purchased ivith grant unds.'This report
shoiuldinclude complete descriptions mf
the propertyitems, lates of purchase,
original costs, estimates of current value'
and condition andlffegrantee's
recommendation for disposing of each
item of property. See -paragraph -87.

(4) Invention.eport. AllAnventions
that were conceived or.first actually
reduced to practice duringthe course of
Work underthe :grant project mustbe
listed on this report

101-104. Reserved
Chapter 8.Audit Requirements

105. General.
a. Purpose. The purposeof this

chapter is to.establishTesponsibilities
for the audit of organizations receiving
grantor -.gencyfunds..its intent is to
identify grantor agency policies for
determining the properand effective use
of public funds, rather than toprescribe
detailed procedures for the conduct of
an audit. Such detailed procedures are
contained in other documents, such -as
those referenced in paragraph'105e.

b. Apdit Responsiibfies.Pursuant to
Office of Management and Budget
Circulars A-102, revised"Uniform
Adninistrative'Requirements for
Grants-in-Aid'to :Stale and Local
Governments;'Attachment P, and-A-
110,".Uhiiform Administrative ,

Requirements for Grants and
Agreements with Institutions of Higher
Education, Hospitals, and Other Non-
Profit Organizations," Attachmen~t F,
grantees, subgrantees and subrecipients
have the responsibility to provide for an
audit of their activities. These audits
usually will be made annually,but not
less frequently .than every two years.

c. Requirements. Grantees, as well as
their subgrantees, contractors or other
organizations under cooperative
agreements or purchase of service
contracts are to have examinations in
the form-of -audits in conformance with
OMB Circulars A-102, Attachment P, or
A-110, Attachment F, as applicable,
These audits shall be conducted in
accordance-with the General
Accounting Office Standards for Audit
of Governmental Organizations,
Programs, Activities and Functions, tle
Guidelines for Financial and
Compliance Audits of Federally
Assisted Programs (Refer to OMB
Circular A-102J, any OMB approved
compliance supplement and generally
accepted-auditing standards established
by the American Institute of Certified
Public Accountants. Additionally, these
recipients are subject to other periadic
examinations by Federal and State audit
organizations. The xequired audits are to
be on an organization-wide basis as
opposed to a grant-by-grant basis. This
audit must include, at a minimum, an
examination of the systems of Internal
control, systems established to ensure
compliance with majorlawsand
regulations affecting the expenditure of
Federal funds, financial transactions
and -accounts, and -financial statements
and.reports oirecipient organizations,
These examinations are to determine
whether.

(1] There iseffective control1over and
proper accounting for revenues,
expenditures, assets and liabilities.

(4)'The financial statements are
presented fairly in accordance with
generally accepted accounting
principles.

(3) The Federal financial reports
(including Financial Status Reports,
Cash Reports, and claims for.advunces
and:reimbursements) contain accurate,
and reliable financial data; and are
presented in accordance with the .terms
of applicable agreements, and in
accordance with Attachment H of OMB
Cirtular 102.

(4) Federal funds arebeing expended
in-accordance with the terms of
applicable agreements and those
provisions of-Federal law orregulations
that could have a material effect on the
financial statements'or-on the -awards
tested.

72344



Federal Register / VoL 45, No. 213 1 Friday. October 31, 1980 / Notices

d. Full-Sc/ope Auditing. In addition to
arranging and providing for the required
OMB Circulas A-102 and 110
organizational financial compliance
audit, individual grantees, subgrantees
and subrecipients are encouraged to
provide for additional audit coverage, as
deemed appropriate. The additional
audit coverage that may be provided
should be determined based on the
circumstances surrounding the
particular organization, function,
program or activity to be audited.
management needs and the available
audit capability. Additional audit
coverage could involve such
determinations as:

(1) Were resources managed and used
in an economical and efficient manner?

(2) Were desired results and
objectives achieved in an effective
manner?

(3) Were the organization's accounting
system and system of internal controls
acceptable prior to the receipt of grantor
agency funds?

e. References. The requirements for
effective accounting systems and
financial records, which will facilitate
both program management and auditing.
are contained in Chapter 4 of this
guideline manual. The following
directives, regulations and reports
provide specific information regarding
the audit of grantees, subgrantees and
contractors under grants or subgrants:

(1) Distribution and Resolution of
Audit Reports, G 7140.1 (effective
edition).

(2) Reporting of Possible LEAA Fund
Misuse. Criminal Activity; Conflict of
Interest or Other Serious Irregularities.
G 7140.2 (effective edition).

(3) Offce of Management and Budget
Circular A-102, "Uniform
Administrative requirements for Grants-
in-Aid to State and Local Governments,"
Attachment P. (Refer to appendix 3).

(4) Qffice of Management and Budget
Circular A-110, Grants and Agreements
with Institutions of Higher Education,
Hospitals and Other Non-profit
Organizations, Attachment F, (Refer to
appendix 4).

(5) Standards for Audit of
Governmental Organizations. Programs.
Activities and Functions, U.S. General
Accounting Office, GPO Stock No. 020-
000-00110--1.

(6) Guidelines for Financial and
Compliance Audits of Federally
Assisted Programs. U.S. General
Accounting Office (effective edition).

(7) Applicable Grantor Agency
Legislation (refer to Chapter 2 of this
guideline manual) and any OMB
approved compliance supplements.

106. Audit Objectives. Grants and
other agreements are awarded subject

to conditions of fiscal, program and
general administration to which the
recipient expressly agrees. Accordingly.
the audit objective is to review the
recipient's administration of grant funds
and required non-Federal contributions
for the purpose of determining whether
the recipient has:

a. Established an accounting system
and procedures integrated with
adequate internal fiscal and
management controls to provide full
accountability over the receipt,
expenditure and use of program funds.

b. Expended and used program funds
in accordance with the requirements set
forth by the Acts, the grantor agency,
other applicable Federal and State laws,
regulations and procedures, and the
terms and conditions of the award.

c. Prepared financial reports
containing accurate, reliable and useful
financial data, which are fairly
presented.

d. Managed its financial operations in
accordance with sound management
practices.

107. Audits of the CIC. In accordance
with OMB Circular A-102, Attachment
P, and grantor agency legislation, the
responsibility for providing the audit
function of the agency's grant program is
with the State.

a. OMB Circular A-102 Requirements.
An audit examination shall be
conducted with reasonable frequency on
a continuing basis or at scheduled
intervals, usually annually but not less
frequently than every two years. Audits
performed of the grant programs should
be conducted in accordance with the
standards normally used by the State
audit agency or independent outside
auditor and the GAO Standards for
Audit of Go% ernmentil Organizations,
Programs, Acti% ities and Functions. The
audit must be arranged for by the State
and must be conducted in accordan6e
with the Guidelines for Financial and
Compliance Audits of Federally
Assisted Programs and any OMB
approved compliance supplements. The
grantor agency encourages that this
audit be performed by or under the
dirtction of the appropriate State audit
organization

B. lmplemeatation. In order to
accomplish the purpose of the OMB
CirLular A-102 requirements, the State
will specify its arrangements for the
audit of the CIC in a formal policy
statement and/or procedure. This would
include but not necessarily be limited to,
the following:

(1) Audit organizations that will
conduct the audit (if other than the State
auditor, describe how the State auditor
will be involved):

(2) Approximate timing of when the
audit will be performed;

(3) Audit coverage to be provided.
Where the audit will not provide the
coverage requirements, specified in this
Chapter, the audit policy or procedures
must describe the specific arrangements
for obtaining audit services that will
meet the requirements;

(4) An identification of the audit
standards, if any, with which the State
will not comply and the reasons why the
State cannot comply with the standard:

(5) Receipt and appropriate
distribution of the resultant audit report;
and,

(6) Audit resolution policies and
procedures to be followed in clearing
the audit re eort.

C. Audit Cuverage. The necessary
coverage is specified in the GAO
Guidelines for Financial and
Compliance Audits of Federally
Assisted Programs and the related
compliance supplements referenced in
paragraph 105e.

d. Reporting. A written report shall be
prepared upon completion of the audit
and three (3) copies furnished to the
CJC's Federal Cognizant Audit Agency
or the Office of Justice Assistance,
Research. and Statistics (OJARS). when
a Federal Cognizant Audit Agency has
not been designated. When the report is
forwarded to OJARS. because it is the
Cognizant Audit Agency or a Cognizant
Audit Agency has not been designated.
it should be sent to the appropriate
Office of Audit and Investigation Field
Office as designated in Figure 8-1.

Figure 8-1. Addresses of Grantor Agency
Office of Audit and Investigation F ed
Offkes
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Figure 8-1. Addrestes of, Grantor Agency
Office of Audit and investigation Field
Offices-Continued

Field offices Geographical arearesponibility

4. Sacramento: Sacramento Alaska, Arizona, California.
Area Audit and Program Hawaii, Idaho, Nevada,
review Office, Office of Oregon, -Washington.
Audit and Investigation, American Samoa. Guam,
OJARS, U.S. Department Trust Territories of the Pa-
of Justice, P.O. Box 3010, cific Islands. Common-
Sacramento, California wealth of Northern Mariana
95812, (Com.) 9161440- Islands.
2131; (FTS) 8/448-2131.

5. Washington: Washington Connecticut, Delaware, Dis-
Area Audit and Program tact of Columbia, Maine,
review Office, Office of Maryland, Massachusetts;
Audit and Investigation. New Hampshire New
OJAIS, U.S. Departnent Jersey, New York, Penn-
of Justice, 633 Indiana- sylvania, Rhode Island,
Avenue. N W., Washington, .Vermont, Virginia, West
D.C. 20531, (Com.) 301/ Virginia.
492-9010; (FTS) 8/492-
9010.

e. Resolution and Clearance of Audit
Reports, Timely action on
recommendations by responsible
management officials is an integral part
of the effectiveness of an audit. Each
CJC shall have policies and procedures
for acting on audit recommendations by
designating officials responsible for:
follow-up, maintaining a record of the
action taken on recommendations and
time schedules, responding to and acting
on audit recommendations, and
submitting periodic reports to the
Federal Cognizant Audit Agency on
recommendations and action taken.
These policies must be consistent with
the provisions contained in the effective
edition of OJARS Guideline 7140.1,
Distribution and Resolution of Audit
Reports in instances in which the .
grantor agency is the Federal Cognizant.
Audit Agency.

108. Audit of Subgrantees. In
accordance with OMB Circulars A-102
and A-110, it is the grantor agency's
policy that the CJC require that each of
its subgrantees' financial management
system provide for. an examination in
the form of independent audit to
ascertain the effectiveness of the
financial management system and
internal procedures that have been
established to meet the terms and
conditions of the subgrant (financial and
compliance audit). Also, the
subgrantees' organization is required to
have a systematic method of timely and
appropriate resolution of audit findings
and recommendations. Thes6
requirements are applicable to both
subgrants awarded from block, formula
and categorical grant funds. These
audits must be made in accordance with
the General Accounting Office's
Standards for Audit of Governmental
Organizations, Programs, Activities and
Functions and the Guidelines for

Financial and Compliance Audits of
Federally Assisted Programs and any
compliance supplement approved by the
Office of Management and Budget. The
audit must be performed not less
frequently than every two years and be
conducted on an organization-wide
basis and include an appropriate sample
of Federal subgrant awards.

a. Requirement. The State is required
to develop the policies, -procedures and
controls necessary to assure that

.subgrantee organizations receiving
grantor agency funds have the required
financial and compliance audits
performed.
, b. Reporting. The State shall make

such arrangements as necessary to
obtain copies'of all reports prepared as
a result of the required audits and
establish a system and submit such
reports to the appropriate Federal
Cognizant Audit Agency or, where no
subgrantee cognizant audit agency has
beeri assigned, to the appropriate
grantor agency OAI area office. Known
or suspected violations of any laws
encountered during audits, including
fraud, theft, embezzlement, forgery or
other serious irregularities, must be
communicated to the grantor agency's
Office of Audit and Investigation (see
the effective edition of Guideline 7140.2,
Reporting of Possible LEAA Fund
Misuse, Criminal Activity, Conflict of
Interest, or Other Serious Irregularities).
If any grantor agency categorical grants
are included in the audits, the related
reports must be submitted to the granlor
agency's Office of Audit and
Investigation consistent with the
requirement of the effective edition of
Guideline 7140.1.

109. Categorical Grant Audits.
a; Grants Awarded to CIC's. When

grants are awarded to State Agencies
and are subgranted to another
organization for implementation, the
audit requirements as set forth in

- paragraph 108 of this chapter must be
fulfilled.

b. Direct Awards. When grants are
awarded directly to governmental units
(those giants not awarded through the
CJC or non-profit oi'ganizations), the
audit responsibility must be fulfilled by
the grantee. Each grantee must-provide
for an examination in the form of an
'audit to ascertain the effectiveness of
the financial management system and
internal procedures-that have been
established to meet the terms and
conditions of the grant (financial and
compliance audit). Also, the grantee's
organization must provide for the timely
and appropriate resolution of audit
findings and recommendations.c. The audits must be made in
accordance with the General

Accounting Office's Standards for Audit
of Governmental Organizations,
Programs, Activities and Functions and
the Guidelines for Financial and
Compliance Audits of Federally
Assisted Programs and any compliance
supplements approved by the Office of
Management and Budget. The audit
must be performed not less frequently
than every two years and be conducted
on an organization-wide basis and
include an appropriate sample of
Federal grant awards.

d. When direct awards are
subgranted to another organization(s)
for implementation, the audit
requirement as set forth it paragraph
108 of this chapter must.be fulfilled, A
written report shall be prepared upon
completion of the audit and three (3)
copies furnished to the grantee's Federal
Cognizant Audit Agency or, where no
cognizant agency has been assigned, to
the appropriate OAI Area Office as
identified in Figure 8-1. Release of audit
reports shall be in accordance with
applicable Federal and State laws, The
report shall contain narrative
statements, tabulations, schedules or
other pertinent data disclosing the
deficiencies found and
recommendations needed to correct
and/or prevent recurrence of the
deficiencies. In addition, the reports
shall identify the officials with whom
the contents of the report were
discussed and whether or not the
officials concurred with the findings.
Known or suspected violations of any
laws encountered during audits,
including fraud, theft, embezzlement,
forgery or other serious irregularities,
must be communicated to the grantor
agency's Office of Audit and
Investigation (see the effective edition of
Guideline 7140.2, Reporting of Possible
LEAA Fund Misuse, Criminal Activity,
Conflict of Interest, or other Serious
Irregularities).

110. TechnicalAssistance. The Office
of Audit and Investigation is available
to provide technical assistance to grant
recipients in implementing the audit
requirements of this Chapter where the
grantor agency is the assigned cognizant
audit agency or no other cognizant
agency has been assigned to a grantee.
This assistance is available for areas
such as: (i) review of the audit
arrangements and/or negotiations: (i1)
review of the audit'program or guide to
be used for the conduct of the audit
and, (iii) on-site assistance using the
performance of the audit when deemed
necessary as a result of universal or
complex problems that arise. In
addition, the Office of Audit and
Investigation provides training courses
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for the performance of audits on Agency
grant programs at the State and local
levels. Requests for technical assistance
or schedules for the training courses
should be addressed to the appropriate
Office of Audit and Investigation Area
Office identified in Figure 8-1.

Appendix 6. H-3 Report, Request for
Advance or Reimbursement Report
(LEAA Form 7160/3)

Note.-H-3 Report. form and instructions.
filed with the Office of the Federal Register
as part of the original document.

Appendix 7. Instructions Relating to the
Letter of Credit-Treasury Regional
Disbursing Office (RDO) System

1. General. This appendix
incorporates the procedures to be
followed under the Regional Disbursing
Office (RDO) method of funding a letter
of credit (LOC). Under this RDO system,
which is the only one used by the
grantor agency, a Treasury Regional
Disbursing Center directly services and
maintains the LOC. The following
operating procedures are derived from
those appearing in Part 6, Chapter 1,
Treasury Fiscal Requirements Manual
(TFRM), and Treasury Circular 1075. as
published in the Federal Register on
December 14,1977 (FR 42 62627]. A state
government may designate a state office
(e.g., state Treasurer) other than the CC
as the recipient organization for the
LOC. Therefore, officials other than
those of the CIC may be responsible for
carrying out some or all of these
procedures. The grantor agency will
look to the CJC Director to see that these
procedures are implemented and that
participating state officials are familiar
with and understand the procedures.

a. Nature of Letter of CrediL A letter
of credit is a monetary commitment
prepared and certified by the grantor
agency and authorized by the Treasury
Department. It specifies a money
amount which a CJC or other authorized
recipient organization may draw by the
issuance of Request for Payment on
Letter of Credit and Status of Funds
Report, SF 183, hereafter referred to as
Request for Payment. Payment on a
letter of credit is by delegation of the
Treasury Department at the request of
the grantor agency through a designated
Treasury Regional Disbursing Center.

b. Requirements for Use. The
Treasury Department requires that the
letter-or-credit method of providing cash
be used when the grantor agency has, or
expects to have, a continuing
relationship with a recipient
organization for at least one year,
involving annual advances aggregating
at least $120.000.

c. Grantee Commitments. Upon
acceptance of a letter of credit, the
grantee commits itself to:

(1) initiating cash drawdowns only
when actually needed for its
disbursements.

(2) timely reporting of cash
disbursements and balances as required
by the grantor agency.

(3) the imposition of the same
standards of timing and amount upon
any secondary recipient organizations
including the furnishing of reports of
cash disbursements and balances.

d. Cash advances made by primary
recipient organizations (grantees) to
secondary recipient organizations
(subgrantees) shall conform
substantially to the same standards of
timing and amount as apply to primary
recipient organizations. Grantees are
required to develop procedures whereby
subgrantees can obtain funds from
grantees as needed for disbursements.

e. The grantee further acknowledges
that its failure to adhere to these
provisions may cause the unobligated
portion of the LOC to be revoked by the
grantor agency or by the Department of
the Treasury.

2. Summary of Procedures. In order to
implement the letter-of-credit method of
advancing funds, the following steps are
necessary:

a. Recipient organization selects an
address where checks are to be sent. If
checks are to be sent to a bank, the
account number and the name and
address of the bank must be provided.

b. Recipient organization obtains
signatures of individuals authorized to
sign Requests for Payment against the
letter of credit and signature of an
official who has authority to designate
the individuals so authorized.

c. The grantor agency issues the letter
of credit SF 1193A (former TFS 7577)
(Figure 2).

(1) For CjCs. this authorization will
state an annual limitation based on the
recipient organization's anticipated
needs.

(2) For all other LOC grantees, this
authorization will state the total
undisbursed balance for all grants at the
time of issuance.

d. Recipient oruanization establishes
accounting records to ensure
accountability for Federal cash
advanced.

e. Recipient organization presents
Requests for Payment periodically to an
RDO, according to actual disbursement
needs.

f. Recipient organization submits
reports, on an as requested basis,
accounting for cash drawn dnwn under
the LOC.

3. Issuance of Letter of Credit.

a. The letter of credit authorizes the
RDO to adance cash to the designated
organization on behalf of the grantor
agency, upon submission of a Request
for Payment. SF 1&3.

b. The grantor agency will establish a
letter of credit for an eligible recipient
organization upon receipt of the
following:

(1) Two originals of Authorized
Signature Card for Payment Vouchers
on Letter of Credit, SF 1194 (Figure 1).
Refer also to paragraph 4.

(2) Name of recipient organization.
the Federal employer identification
number assigned by IRS, and address
where Treasury check is to be sent.
Also, account number, name'and
address of bank if check is to be sent to
a bank.

(3) The recipient's estimated annual
cash needs from the grantor agency.

c. The information in 3b must be sent
to the grantor agency at: 633 Indiana
Avenue N., Washington, D.C. 20531.

d. Upon receipt and review by the
gritntor agency of the information
requested in paragraph 3b, the LOG will
be certified. The original of the LOC and
one SF-1194 will be sent to the
cognizant RDO (Figure 4). one copy of
the LOC and one SF-1194 will be sent to
the recipient organization, and the two
remaining copies of the LOC will be
retained by the grantor agency.

4. Authorized Signature Cards.
a. The signatures of individuals

authorized to sign Requests for Payinent
must be on file with the LOC at the RDO
before Requests for Payment will be
honored.

b. The SF-1194 must contain the
typed name(s) and related manual
signature(s) of at least one but not more
than four authorized individuals on any
one signature card. It is recommended
that a minimum of two signatures be
shown in order to provide an alternate
in the case of illness or emergency and
permit flexibility in making drawdowns.
If more than fourpersons are
authorized, use additional signature
cards. Cross out any signature block
which is not used.

Note.-Signatures must not be submitted
which have been pasted over. erased, or
painted over with correction fluid.

c. The SF-11P4 provides for a
countersignature, if desired, however,
the card must be appropriately noted as
explained in the instructions (Figure 1].
A countersignature is not required by
the U.S. Treasury or the grantor agency
and need not be used unless required by
the recipient organization.

d. Two new signature cards, SF-1194,
must be submitted to the address in
paragraph 3g whenever there is any

I ll I I I I I
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change in either the recipient
orghnization's name or in the
Individual(s) authorized to sign Request
for Payment or if any amended LOC is
required by paragraph 5a(1) below. A
change in the position or title of an-
individual authorized to sign does not
warrant a new card. Transmittal of new'
SF-1194's-to the address in paragraph 3c
must include a letter indicating that the
previous card is to be revoked and the
effective date of revocation. Requests
for additional cards may also-be sent to
the address in paragraph 3c.

e. Newly designated signers should
not sign SF-183 for at least ten working
days after the new card is sent to the
grantor agency. This is necessary to
allow time for the new card to reach the
RDO which honors the Request for
Payment.

5. Amendhig Letters of Credit.
a. An amended letter of credit, signed

by a grantor agency authorized
certifying officer, is required:

(1) If there is a change in the
information contained in the box
entitled, "Treasury Checks To Be Made
Payable To:" or the box entitled, "In
Favor Of".

(2) If there is an increase or decrease
in the amount authorized.

(3) If there is a change in the time
designation.

(4) If the authorization for the
recipient organization to draw amounts
in excess of $5,000,000 is established or
rescinded.

Note.-The grantor agency will include a
statement on the amending SF-1193
explaining any change which is other than a
change in the amount authorized.

b. In the event a CIC determines that
the balance available on the letter of
credit is insufficient to meet anticipated
expenditures for the remainder of the
fiscal year, a request to increase'the
letter of credit must be submitted to the
address in paragrapltf3c.

c. In the event a non-CJCreciient
organization receives additional grant
awards, the grantor agency will amend
the letter of credit to meet these
additional requirements.

d. Under normal conditions, the LOC
shall not be amended for amounts under
$5,000. Amendments will not interrupt
the'progression of the numbers assigned
to the Requests for Payment by the
recipient organization.

e. If a recipient organization's total
balance of funds under all active grants
falls below the annual amount
authorized under the LOC, the grantor
agency may reduce the annual amount
authorized and notify the recipient
organization of the new maximum
drawdown limitation.

6. Establishment of Accounting
Records. Control records should be
established by the recipient organization
to ensure that:

a. The total monetary amount of
Requests for Payment issued during the
fiscal year does not exceed the
maximum fiscal year authorization
established by the LOC.

b. Cash drawilin support\of the
grantor agency sponsored programs and
projects is:

(1) Accurately accounted for; and
(2) Directly traceable to grantor

agency fund sources, i.e., as primary
grantee.

c. Internal management control is
exercised to:

(1) Safeguard assets against loss or
'unwarranted use;

(2] Ensure that only those authorized
individuals designated by the recipient
organization's direction will receive,
deposft, and/or disburse grantor agency
program funds; and,

(3) Ensure that controls are
established which provide for the
separation of responsibility in
requesting, receiving, and reporting
Federal funds. *

d. The recipient organization is
constantly aware of its cash position as
related to its current disbursement
needs. The daily maintenance of the
suggested Federal Cash Control Register
(Figure 6) or a similar document or
methodology would enhance this
awareness and facilitate the completion
of the Daily Status of Federal Funds
Report referenced in paragraph 13.

e. Cash on hand is the minimum
needed for disbursements to be made
immediately or within a few days.

f. Cash advances to a recipient
organization shall be limited to the
minimum amounts needed'and shall be
limed to be in accord only with the
'actual, immediate cash requirements of
,the recipient organization in carrying out
the purpose of the approved program of
project. Thb timing and amount of cash
advances.shall be as close as is
administratively feasible to the actual
disbursement by the recipienf
organization for direct program costs
and the proportionate share of any
allowable indirect costs.

'g. Cash advances made by primary
recipient organizations (those which
receive advances directly from the
Federal Government) to secondary
recipients shall conform to the same
standards of timing and amount as
apply to advances by-the grantor agency
to primary recipient organizations,
including the furnishing of reports of
cash disbursements and balances.
Primary recipient organizations are
encouraged to develop procedures

similar to the Federal letter of credit for
use in providing funds to secondary
recipients. Secondary recipients can
then draw on the primary recipient as
funds are needed for disbursement.

h. Withen a recipient organization
receiving advance funds by a letter of
credit has demonstrated to the grantor
agency an unwillingness or Inability to
establish procedures that will minimize
the time elapsing between advances and
the disbursement thereof, the grantor
agency shall require the recipient
organization to finance its operations
with its own working capital, and
payments to the recipient organization
shall be made by Treasury check to
reimburse it for actual cash
disbursements. The grantor agency, in
turn, will process such reimbursements,
The grantor agency, in turn, will process
such reimbursements expeditiously so
as to minimize the time elapsing
between disbursement by and payment
to the recipient organization.

7. Planning Letter of Credit
Withdrawals. Recipient organizations
are expected to exercise sound financial
judgment and planning to ensure that
the requirements for maintaining
minimum cash balances are met, In
carrying out this responsibility, the
disbursing pattern and calculated mail
time must be ascertained so that
withdrawals are timed as closely as Is
administratively feasible to actual cash
disbursements. In preparing the SF-183:

a. Determine when funds will be
needed considering such key factors as
payroll dates, other fixed costs and
payments to be made to subgrantees
and contractors; and,

b. Determine the time required from
trarsmittal of the SF-183 to the Treasury
Regional Disbursing Office to the
depositing of the Treasury check,

Example. $20,000 will be needed on
the 15th of the month in order to meet
payroll expenses, pay bills on hand, and
provide funds'to subgrantees to meet
their current disbursing needs. Normal
mail timd from the date the SF-183 is
submitted to the date the Treasury
check i' received by the bank Is seven
days. Therefore on approximately the
8th of the month, the recipient
organization should mail the SF-183 to
-the Treasury RDO.

8. Use of Request for Payment on
Letter of Credit and Status of Funds
Report,.SF-183, To Obtain Federal
Funds.

a. To obtain Federalfunds, a recipient
organization willprepare a Request for
Payment, SF 183, and forward it to the
appropriate RDO indicated on the LOC.
Figure 3 contains a sample form and
detailed instructions for completion.
Note that Sections 1, II,'llI and IV must

. I I I
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be completed before submission to the
RDO.

b. A supply of SF183's has been
provided to each grantee operating
under the letter of credit procedure. An
additional supply of forms may be
obtained from the grantor agency.

c. The distribution of the copies of SF
183, as shown on the bottom of each
copy is as follows:

(1) Original, duplicate, and
quintuplicate to the RDO;

(2) -Triplicate to the address in
paragraph 3c;
(3) Quadruplicate to be retained by

the recipient organization.
d. It is intended that each Request for

Payment will be drawn only in
accordance with the grantee's actual
immediate or current cash needs.
Drawdowns shall not ordinarily be
made more frequently than daily, or be
in amounts less than $5,000 or more than
$5,000,000, unless stated on the letter of
credit.

e. The block 'Agency Station
Symbol:" on the SF 183 will show the
grantor agency Station Symbol,
"15.04.8701."

f. Each SF 183 drawn will contain the
number identifying the particular
Request for Payment document number.
The number of the request for Payment
will commence with "1" for each letter
of credit and will progress in
consecutive order. Alphabetical
designations will not be used as part of
the document number. Amendments to
the letter of credit, or rejected requests
for payment, do not interrupt the
progression of the numbers assigned to
the Request for Payment by the drawer.

9. Deficient SF 183. If a deficiency on
the SF 183 is detected, a deficiency
notice will be issued by the RDO and
sent to the grantor agency. The grantor
agency will then contact the recipient
organization. A deficient SF 183 is not
ordinarily rejected. However, repeated
deficiencies of a similar nature by the
same recipient organization may be
cause for rejection with the concurrence
of the grantor agency. The following are
reasons fdr the issuance of deficiency
notices:

a. There is a difference between the
name and address information of the
drawer on the SF 183 and the name and
address of the drawer on the SF 1193A.

b. The address of the payee on the SF
183 is different from the address of the
payee on the related SF 1193A.

c. Any other required information on
the SF 183 is incomplete or inaccurate
and the grantor agency approved
payment.

d. The cents are left off the amounts
in Section I, I1, and/or III.

e. The Amount Requested in Section I
of the SF183 is less than $5,000 and is
not the final drawdown on the available
balance.

f. The signature(s) of the official(s)
authorized to certify requests for
payment differs slightly (example: using
first two initials and last name instead
of the full signature) from the
signature(s) on the SF 1194 but
otherwise corresponds to the
established required signature(s), and
the Treasury Disbursing Office approves
payment.

10. Criteria for Rejection of SF 83.
The Request for Payment will also be
examined for errors, deficiencies, or
omissions of a more severe nature
which may necessitate the rejection of
the request. There are definitive reasons
for the rejection of an SF 183 and the
Treasury Disbursing Office will contact
the grantor agency prior to any
rejection. The reasons for rejection are:

a. An unauthorized or invalid
signature. (Erasures, painting over with
correction fluid, or tapeovers are
unacceptable.)

b. The amount requested in Section I
is greater than the available balance.

c. The name of the payee to whom the
check is to be issued is not identical to
the name of the payee shown in the
"Treasury Checks To Be Made Payable
To:" block of the related SF 1193A.

d. The "'Amount Requested" block in
Section is left blank, erased, painted
over with correction fluid, or taped over.

e. Discrepancies exist elsewhere on
the SF183 and the Treasury Disbursing
Office cannot obtain correct information
from the grantor agency and/or its own
file.

f. If the amount requested is more
than $5,000,000 and the grantor agency
has not provided an amendment to the
related letter of credit authorizing
drawdowns of more than $5,000,000.

g. Excessive funds in the hands of the
recipient organization as determined by
Treasury and/or the grantor agency.

h. A written request from the grantor
agency to withhold payment for a
reason other than thdse listed above. An
authorized certifying officer of the
grantor agency shall provide written
confirmation of this request.

11. Procedure for Rejecting SF 183. If
there is a reason for rejecting the SF 183
after the Treasury Disbursing Office's
examination, the following procedures
will generally be implemented:

a. The Treasury Disbursing Office
will contact the grantor agency prior to
any rejection to ask for necessary
information and advice on whether
payment should be made. If adequate
advice is not readily received, the

Treasury Disbursing Office places the
SF 183 in a "Pending Rejection Status."

b. Upon being contacted by Treasury,
the grantor agency will notify the
grantee and will attempt to resolve the
problem.

c. If the grantor agency does not
contact the Treasury Disbursing Office
and instruct it to pay the SF 183 by the
close of business of the third workday
following the initial call, the SF 183 is
automatically rejected upon the opening
of business on the following workday.

d. The original of the rejection notice
is sent directly to the recipient
organization by the RDO.

e. A copy of the rejection notice, along
with the duplicate of the rejected SF 183,
is sent to the grantor agency.

12. Emergency Paym ent Procedures. If
warranted, emergency payment
procedures may be initiated by the RDO
at the request of the grantor agency. An
emergency situation can generally be
said to exist when a requested payment
on a letter of credit is not received by
the recipient organization two days after
the expected receipt date. The use of
two days as a guideline should be done
only with consideration given to the
local history of requesting Federal funds
using the U.S. Postal Service. Adhere to
the following procedures when an
emergency situation arises:

a. Contact with the Treasury
Disbursing Office is made by the grantor
agency and NOT by the recipient
organization. Therefore, only the
authorized certifying officer of the
grantor agency may request that
emergency procedures be invoked. The
grantees must provide the grantor
agency with the following information
when there is a need to make an
emergency request for funds:

(1) Letter-of-Credit number,
(2) Document number, if available;
(3) Amount requested;
(4) Exact information from block

entitled "Make Treasury Check Payable
to:" on SF 183:

(5) Date of SF 183 certification; and
(6) Date SF 183 was mailed to the

Treasury Disbursing Office (if different
from the date of certification).
.Note.-The Treasury Disbursing Office will
use this information to make a decision on
the type of emergency procedure to invoke;
therefore, this information must be correct

b. If it is determined that the SF183
has been lost in transit to the Treasury
Disbursing Office, and if time permits
the grantor agency contact should
request the recipient organization to
submit a "Second Original" SF 183. This
SF 183 must have the legend "Second
Original' affixed at the top of the
original and all copies of the form.
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c. If th&egrantoragencyavdv&se the
Treasury' Disbursing Office that the
issuance, of a checkin the regurar
manner will not provide the funds to the
recipient organization by the date
needed, utilizing the original or the
second original' ofthe SF183,. the
Treasury Disbursing Office is authorized
to effect payment by means ofan
existihgwire transfer technfque The use
of the wire transfer technique can be
done, on after the Treasury Disbursing
Office receives either the original or-the
second original SF 183.

d. If, in theJugfgment of tiie Treasury
Disbursing Office; the emergency,
payment cannot wait until receipt of the
originaf or a second original SF 183, and
the grantor agency requests, payment
may be effected outside the letter-of-
credit system. Such a payment must be
confirmed with ar SF'1166, "Voucher-
and Schedule of Payments," signed by a
grantor agency certifying officer
authorzedf to certify regularpayments'.
Wire transfer facilities may be utilized if
appropriate and avaifable.

e. Whert a-paymert I s effectedoutafa
the retterof-credit system, it is the
grantor agency's responsibility to
determine if the addifional advance car
be offset against a fiture increase iii the
letter of credit authorization or-ifarr
amendment is necessary ta reduce the
current letterofcredft authorizatforr (SF
1193A)].

13. Reporthng Requiremets.
a. The grantor agency wHil fnrrisI ta

Treasury'
(1) These reports are requested oi a

selected basis by Treaury at feast once a
year. Treasury determines which
organizations wilf be required ta prepare
the report(s' and which hionth(s) will be
reported.

(2] Reporting must conform to the
format illustrated andexplained in
Figure 5 to this appendix.
S(3) One copy of each requestedreport

must be forwarded by the grantor
agency to Treasury within WQ days after
the date of the, Tresury's request.

b. LOCgrantees- must structure their
accountig records to ensure timely
compliance with Treasury's request for
completion of a Daily Status of Federal
Funds Report. The maintenance ofa
registersimilar to that illustrated irr
figure & would assist irr the preparation,
of this reporL

c. Treasuxr andfthe giantor agany
shall use the information furnrished on-
the Daily Status of Federal Funds Report
to evaluate compliance with sound cash
management practices and the
requirements setforthi n this appendbc.

Note.-The submission of the Report of
Federal Ttansactfons, Attachment -2- to,

OMB, full'efi'rA-I402 is nolonger required of
grantees under the RDO/LOC system.

Nlote.--:Ffgures T through Vfired with the
Office of the Federal Register as part of the
original documentL

Appendix I.-Fancial Status Report
(I- Report and H-I Turnaround
Document'

Note.-Contents ofAppendix a filed, with
the Office of the Federal Register as part of
the original document.

Appendi 9-Elements ofan
Accounting System (Suggested
Outline--Sampfe, Only

The. grantee is responsible fo
establishing and maintaining an
adequate system of accounting and
internal controls for itself and ensuring
that anadequate system exists for each
of its subgrantees, and contractors.

a. Elements of Accounting System.
Accounting systems aremadeup ofa
series of operationswhich involve
classifying, recording, summarizing, and
reporting transactions. Elements of the
system must-consist of an account
structure. accounting records, source
documents,, a system, for coding
financial transactions, and written
procedures prescribing thg manner in
which and by whom these operations
are performed. A grantee's accounting
system must include the following;

(1] System coding or classification
must permit summarization and
reporting ofgrant expenditures by
specifi. programs, projects, uniform
receipt and expenditure classifications.

* and major steps funded in the approved
budget cost categories.

(2) Accounting records should
adequately identify, the receipt and the
expenditures of each grantee,
subgantee or contractor.

(3) Accounting records, which must
include a ledger and supporting books of
account, should refer to subsidiary

.records or documentation which support
each entry and which can be readily
located and identified with the grant

(4) Accurate. current, and complete
financial repprting information.

(5) Systems integratior with an
* adequate system of internal controls to

safeguard grant funds and properties,.
check the accuracy and reliability of
accounting data, promote operational
efficiency, and encourage adherence by
the grantee t prescribe management
policies. ,

b. AccounfTgsystems are generally
one of threekinds:

(1] Casf Hasis-Expenses' are
recorded wherr cash is' spent and
revenues are rec6rdedl when cash is,
received Thissystem provides little

informatforr on, which ta base
expenditure planning.

(2) Obigatfonr Basis-Where,
expenses are recorded when the funds
gre, obligated. This system is little used
and is not preferred'.

(3) Accrua'tbisls-Revenues are
recorded when goods or services are
delivered and expenses are recorded
when goods or services are, consumed
without regard to the timing of the
exchange of cash.. This system is
preferred because it bestmatches
revenues and expenses with theperiod
in which they are actually earned or
accrued. Accrual accounting also
contains informatida, on the receipt and-
disbursement of cash.

c. Internal Controls.. The grantee mus t
establish and maintain a! system of
internal controls, adequate to safeguard
grant funds and resources, check the
accuracy and reliability of the grant
accounting andfinancial data. promote
the operational efficiency of the grantee,
and encourage adherence to' the
grantee's, prescribed managerial
policies.

Appropriate infernal controls area
comprised of a plan, of organization
(grantee policies, structure,, division of
staff functions, procedures,, staff
qualifications, etc.). designed to provide
the grantee with effective financial and:
operational control over both its grant
programs or projects.

The degree of interna. control Is
dependent upon. th e size of the grantee
and the funds and resources for which
the grahtee is. responsible. The following
criteria are basic to an. adequate system
of internal control:

(II Operating policfes must be dearly
stated; pystematically coimunicated"
throughout the organization; in.
conformance with applicable laws and
external regulations and' policies: and
designed to promote the execution of
authorized activities effectively,
efficiently, and economically.

(21 Organizatfonal structure must
define and assfgr responsibility for the
performance of all duties necessary to
carry out the functions of the grantee.

(3) Responsibility for assigned duties
and functions of the grantees must be
classified according ta authorization,
performance, record keeping, custody of
resources, and review, to provide proper
internal checks orr perfbrmance and to
minnize unauthorized internal checks
on performance and ta minimize
unauthorized, fraudulent, orotherwise
irregularacts.

(41 A system of forward' planning,
embracing all phases, of thegranteeis
operation, must be developed to
determine and justify financiaf,
property, and personnel' requirements

I I
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and to carry out grant operations
effectively, efficiently, and
economically.

(5) Grant procedures must be simple,
efficient, and practicable, giving due
regard to the nature of the grant and
applicable legal and regulatory
requirements. Feasibility. cost, risk of
loss or error, and availability and
suitability of personnel are factors that
should be considered in formulating the
procedures.

(6) An adequate system of
authorization, record keeping, and
transactions coding procedures must be
designed by the grantee to ensure
compliance with prescribed grant
requirements and restrictions of
applicable laws, regulations, and
internal management policies; toprevent
illegal or unauthorized transactions: and
to provide proper accounting records for
the expenditure of grant funds.

(7) An adequate and efficiently
operated information system must be
designed to provide prompt, essential,
and reliable operating and financial
data to the grantee responsible for
decision-making and performance
review.

(8) The performance of all duties and
functions of grantee personnel must be
properly supervised. All performance
must be subject to adequate review
under an effective internal audit
program to determine whether
performance is effective, efficient and
economical and whether management
policies are observed; applicable laws,
prescribed regulations, and grant
conditions are obeyed; and regulations,
and unauthorized, fraudulent, or
otherwise irregular transactions or
activities are prevented or discovered.

(9) The qualifications of officials and
employees with regard to education.
training. experience, competence, and
integrity must be appropriate for the
responsibilities, duties, and functions
assigned to them.

(10) Each official and employee must
be fully aware of his/her assigned
responsibilities and understand the
nature and consequences of his/her
performance. Each must be held fully
accountable for the honest and efficient
discharge of his/her duties and
functions, including, where applicable,
the custody and aodministration of funds
and property, and compliance with grant
regulations and legal requirements.

(11) Effective procedures must be
implemented for expenditure control to
ensure that needed goods and services
are acquired at the lowest possible cost;
that goods and services paid for are
actually received; that quality, quantity,
and prices are in accordance with
applicable contracts or other

authorizations by grant officials and
that such authorizations are consistent
with applicable statutes, regulations,
policies, and grant requirements.

(12) All funds, property, and other
resources for which the grantee is
responsible must be appropriately
safeguarded and periodically
inventoried to prevent misuse.
unwarranted waste, deterioration.
destruction, or misappropriation.

d. Management System. The grantees
should have a management system
meeting the following criteria:

(1) Established State, local
government, and organization
administrative and fiscal practice and
policies must be followed by
subordinate bodies in the administration
of Federal grant funds.

(2) When no established policies and
practices govern, reasonable and
prevailing administrative and fiscal
practices in the area (preferably adapted
from public practice) shall be formally
adopted and made a matter of record.
The record must contain documentation
showing that the standards of
reasonableness and prevailing practice
have been met.

(3) Administrative and fiscal policies
must be applied consistently regardless
of the source of funds.

e. Budget and Accounting.
(1) Establish indirect cost budgets on

a basis consistent with the way
resources are to be consumed and
accounted for.

(2) Record all applied direct costs in
work accounts on a basis consistent
with the budgets in a formal system that
is controlled by the general books of
account.

f Analysis by the Grantee.
(1) Identify at the work account level

on a monthly basis using data from, or
reconcilable with, the accounting
system:

(a) Budgeted cost for work scheduled
and budgeted cost for work performed.

(b) Budgeted cost for work performed
and applied direct costs for the same
work.

(c) Variances resulting from the above
comparisons classified in terms of labor.
materials, or other appropriate elements
together with the reasons for significant
variances.

(2) Identify on a monthly basis in the
detail needed by management for
effective control, budgeted indirect
costs, actual indirect costs and
variances along with the reasons
therefor.

(3) Summarize the data elements and
associated variances listed in I and 2
above through the grantee organization
and to the reporting level specified in
the grant.

(4) Identify on a monthly basis
significant differences between planned
and actual technical performance
together with the reasons therefor.

(5) Identify managerial actions taken
as a result of the above.

(6) Monitor the effectiveness of
actions taken to resolve problems or
correct deficiencies.

(7) Based on performance to date and
on estimates of future requirements,
develop revised estimates of cost at
completion for elements identified in the
grant and compare these with the grant
baseline budgets, with current budgets.

g. Revisions and Access to Data.
(1) Incorporate grant changes in a

timely manner recording the effects of
such changes in budgets and schedules.

(2) Prohibit retroactive changes to
records pertaining to work performed
that will change previously reported
amounts for applied direct costs, or
indirect costs, except for correction of
errors and routine accounting
adjustments.

(3) Prevent revisions to the grant
budget baseline except for Government-
directed changes to authorized effort.
that is, scope, work. and schedules.

(4) At the time changes occur, advise
the grantor agency of any changes to
baseline budgets or schedules.

(5) The duly authorized
representatives of the grantor agency
shall be provided access to all of the
foregoing information and records in
support thereof.

h. Personnel and Compensation.
(1) The organization will operate

under a comprehensive plan that
includes a scale of rates or ranges based
upon the responsibilities of each
position and its relationship to other
positions.

(2) Compensation paid shall be
reasonable. Compensation will be
considered reasonable if it is a part of a
public compensation plan prescribed for
the grantee, or if it is comparable to that
paid for similar work in the labor market
in which the grantee must compete for
the kind of employees involved.

(3) The compensation plan must
include provisions concerning weekly
hours of work: payment, if any, for
overtime work: prior approval of all
overtime work: and provisions
establishing for each authorized part-
time position the number of hours to be
served each pay period by the
incumbent.

(4) In the absence of an applicable
public fringe benefit plan. fringe benefits
extended to employees must be
reasonable and of general application.
Fringe benefits will be considered
reasonable if they are comparable to the
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benefits extended to employees of
similar organizations in, the same area.
- i. Safeguarding of A.ssests. All funds,
property,. and other resources for which.
the grantee is responsible shall be
appropriately safeguarded and
periodically inventioned under
appropriate polfcies and procedures
Appendix 10.-LEAA Revolving Funds,

T. Purpose. This appendix sets forth
the responsibilities and procedures for
the operation of the LE'AA Relvolving
Fund established by'Tiffe I, Part F,
Section 521Ce) of the Omnibus Crime
Control' and, Safe Streets Act of 1968' as
amended and by Title I Part If. Section,
81711') of'the'Justice System Improvement
Act of 1979.

. Sbope. This appendix applies to, r
Block Action, Part D, formula orParts E
or F Grant that has as- its primary
function the acquisition of'stolerr goods-
and property',

3. Effect.ive aote. This- appendix
applies to allI applicable Block Action
and Discietionary Grants in operation
as of October 15, 1976 or Part D. formurcr
or'Parts E'orF grants awarded
thereafter. Anyproject incomerealized
after October15, 1976 is subject to'thfs
guideline,.

4. Management The LEAA Revolving
Fund is financially managed by the,
Comptroller's Office with appropriate,
program: support from the LEAA.
However., individual, CJCs have, the,
responsibility for fdentifyijng Block-
Action or Part D formula grants subject
to this gttideline and also for forwarding
the pro rata Federal share of project
income toi the LE'AA Revolving Fund.

5L Proceduresfor the, Operation ofthe
Revolving,Fanz* The flfowing steps.
must be taken by' all grantees'or
subgrantees having project operations.

a. PropertyRecard, All, grantees or
subgrantees will' keep a "Property
Record" of alb stolen goods orproperty
acquired by project, operation

(1), Such records will include, at a
minimum,, the following information.

(a)l Grantee/subgrantee name, and,
grant number,

(b) Type of Propert3 brand or
business, name, and. identification
number(s], e4.,. Kodak XL.Movie
Camera. Serial #206365 ouBank
Americard #42327330007350:

(c) Amount. of project funds expended
In acquire each item of stolen goods or-
property.

(d) Estimated retail value of each item
of stolen, goods or property, acquired, by
project operation.

(e) Date stolen goods orproperty was
acquired by/ the project.

(f) Original owner of stolen, pioperty'if
identified.

(g) Name of insurance-companfy for
insured stolen goods or property if
identified.

(h) Status of property recovered; e.g,
held for evidence, claimed by owner.
held for sale of auction, etc.

(2) Thegrantee or subgrantee will
forward a copy of the completed
Property Record to LEAA, 633 Indiana
Avenue, NW., Washington, D.C. 20531,
within 60 days after the termination date
of-each separate operation during the
life of thegranL

b. Project Income. All income
generated by theproject which includes
but is not limited to, the income from
operation of an undercover front
business or the sale of unclaimed. stolen.
property, may be RETAINED by the
grantee 'or subgrantee and NOT sent to
the LEAA Revolving, Fund providing:

(1] The grant jncluding continuation
fundingl is still active and has'an
undercover operation still functioning or
being developed'

(21 The grantee or subgrantee is not
prohibited by state or loca, litws or
regulations from adding the income back
into, the grant;, and,

(3) The grantee or subgrantee agrees,
to add the income to the confidential
expenditure (buy/ moneyl category of the
budget.

If a grantee or subgrantee cannot
abide by the above criteria, then the
income MUST be sent to the LEAA
Revolving Fund. Also, income not
expended at the termination of the grant
and any/ income received sfter such
termination must be, forwarded to- the
LEAA Revolving Fund This income
should be returned to, the LEAA,
Revolving Fund according to the
percentage of Federal funds, in the grant

c.qRoaldes. Funds'arising from the
sale, by thegrantee or sutrgantee or
project participants in the grant, of
publication or film rights resulting from
the project, must be submitted to. the,
LEAA. Revolving' Fund, This applies to

,royalties earned during- the grant period
or after the, grant. is terminated.

d. Sale of Unclaimed Stolen Goods'o-
Property. Grantees of subgrantees are
responsible. for the storage and sale of
unclaimed stolen gpods or property. The
normal expenses incurred by the grantee
or subgrantee'for the storage and sale of
uncliimed stolen.goods or property may'
be deducted from the funds received
from th& sale. The remaining funds are'
considered income..

e. Submitting Funds to the LEAA
Revolving Fund. Funds submitted to the.
LEAA ReVolving Fund shouldbe by
checks made out to, the "LEA&
Revolvihg Fund,' and mailed to, the
Office of the, Comptroller OJARS, 633
Indiana Avenue, N.W., Washington,

D.C. 20531. IT IS IMPORTANT that na
other project relatec documents be
included with the check.
L Disbursenentsfrani the LEAA

RevolvingFlind Monies. in the
Revolving Fun& are disbursed by the
award of categoricaligrants in support- of
the LEAAAnti-Fencing subprogram.

6. Claims Against Owners of
Recovered StolemProperty. Section
521Ce) of the Crime Control Act, ad
amended, and Section 817(f) of the
Justice System.Improvement Act of1079,
gives the Administrator the authority at
his. discretion, to, assert a claim against
owners of recovered stolen property in
the amount to Federal funds used t'o
Purchase such goods orpropery. This
authority'is exercised' only when the
equities and the circumstances- property
warrant it.

7. Coordination. All! contact relative to
the Revolving F-nd or the LEAA Anti-
Fencing subprogram, should be mado
directly to LEAA.

Appendix U1.-ADP Equipment Procurement
Review Forn(Suggested.Forma-Sample
Only)
CJC:
CJC,File No:
Dater
Applicant:
ApplicantFileNor

I. Equipment to'bepurchased.
Description
Cost
(State)$
(Federalj$.

OthirADP Expenditures Under Grant
Description.
Cost
(State)S
(Federalj$,
"Total Federal.$

II. Review Criteria
1. Has the grantee indicated' tliat ADP

equipment of the type to, b. purchased was
identified within the grant application and 11
necessary and'sufficient to meet the project
goals? Yes- No-

2. Hals the grantee certified' that the ADP
equipment procurement is in, compliance with
existing Fed'eral; state, and, rocal'laws and'
regulations? Yes -- No-

3. Has the grantee conducteta purchase/
lease comparison demonstrating, that It is
more advantageous, to purchase, rather than
lease the ADP equipment under
consideration? Yes- No--.-

4. If software development is livolved, has
the grantee de.monstrated that computer
software already praduced' and' available will
not meet the needs of thegrnt?Y'es-
No-

5. If the'ADP equipmemt procurement Is to
be sole-source. has the grantee submitted
adequate documentation, to justify the action?
Yes- No-

Ill. Other Comments-
IV. Recommendations'.

Approve:
Disapprover
Authorized CJC Officiat-

I I I
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Date
Approve:
Disapprove:
Authorized Grantor Agency Official
Date

*If federal grant funds totalling in excess of
$50.000 have been used for ADP procurements.
then prior approval is required.

Appendix 12.Guidelines for
Confidential Expenditures

Confidential funds are those funds
allocated to three types of law
enforcement undercover operations.

1. The first category is confidential
investigative expenses for purchase of
services (P/S} and would include travel
or transportation of a non-federal
undercover officer or an informant. The
lease of an apartment, business front,
luxury-type automobiles, a boat or
aircraft or similar affects to create or
establish the appearance of affluence,
credibility and a general atmosphere
conducive to the undercover role would
also be in this category. Meals,
beverage, entertainment and similar
expenses for undercover purposes,
within reasonable limits, would also be
included.

2. The second category is confidential
funds for the Purchase of Evidence (P/
E). This category would include the
purchase of evidence and/or contraband
such as drugs, firearms, stolen property,
counterfeit tax stamps, etc., required to
determine the existence of a crime or to
establish the identity of a participant in
a crime.

3. The third category is confidential
funds for the Purchase of Specific
Information (P/I] from informants. All
other informant expenses would be
confidential investigative expenses (P/
S) and would be charged accordingly.

Confidential expenditures are subject
to prior approval by the grantor agency.
Such approval will be based on a
finding that they are necessary and
reasonable for proper and efficient
administration of the program under
which they are to be used. In this
conjunction, the grantor agency will
make a finding also that the controls
over the disbursement are adequate to
safeguard misuse of such funds.

1. Confidential expenditures will be
authorized for subgrants at the State,
county, and city level of law
enforcement. For the purpose of this
expenditure, a city will be defined as
having a population in excess of 50,000.

2. The maximum amount of
confidential funds allowable within a
grant shall be based upon the following
criteria:

(a) Unprogrammed Funds-funds not
committed to specific undercover/

investigative operations)-15% of total
project amount.
(b) Programmed Funds-{funds

committed to specific undercover/
investigative operations, e.g., anti-
fencing {"store-front"J)-limit based
upon projected needs for the specific
operation or operations.

3. The funds authorized will be
established in an imprest fund
controlled by a bonded cashier.

4. The supervisor of the unit to which
the imprest fund is assigned must
authorize all advanoes of funds up to
$500 to agents or officers for the
purchase of information. Advances and
payments in excess of $500 must be
approved by the project director. Such
authorization must specify the
information to be received, the amount
of expenditures, and assumed name of
informer.

5. There must be maintained by the
investigation unit confidential files of
the true names, assumed names, and
signature of all informers to whom
payments of confidential expenditures
have been made. To the extent
practicable pictures and/or fingerprints
of the informer payee should also be
maintained.

6. The cashier shall receive from the
agency or officer authorized to make a
confidential payment, a receipt for cash
advanced to him for such purposes.

7. The agent or officer shall receive
from the informer payee a receipt of the
following nature:

Figure 1. Receipt From Informer Payee

Receipt
For and in consideration of the sale

and delivery to the (State, County, or
City, of of information or
evidence identified as follows:

I hereby acknowledge receipt of
$ paid to me by (State.
County. or City) of

Date:
Signature:
tWitness, if an )I
8. Tlu' signed receipt from the

infurmer payee with a memorandum
detailing the information received shall
be forwarded to the agent or officer in
charge. The agency or officer in charge
shall compare the signature on the

I 1i ,1tn'.s r, juirrment %ill not in all instances
be mdnda1,,ry, depe'nding on the nature of the
meeling and exchange of funds. A requirement
should w,. in effect that on 25 percent of the
contracts. ih4.n pa) ments are mnde, a sa'cond agent
appear as the witness to the transation. In
addition, on 10 pevent of the meetings the agent or
officer in charn should be present to %erif. the
payment to the informer.-

receipt with the confidential file of
assumed name signatures. He shall also
evaluate the information received in
relation to the axpense incurred, and
add his evaluation remarks to the report
of the agent or officer who made the
expenditure. A certification of payment
to the cashier will serve as support for
the expenditure from the imprest fund.
The certification will be witnessed by
the agent or officer in charge on the
basis of the report and informer payee's
receipt.

9. Each agent or officer in charge shall
prepare a quarterly report showing
status and reconciliation of the imprest
fund and itemizing each payment, name
used by informer payee, information
received and use to which information
was put. This report must be made part
of the files and reviewed quarterly by
the head of the law enforcement agency
to which the subgrant was made.

10. In each instance when grant funds
are used for confidential expenditures, it
will be understood that all of the above
records, except the true name of the
informer, are subject to the record and
audit provisions of the grantor agency
legislation.

Confidential expenditures from Block
Part C or Part D formula funds will be
allowable only with the specific prior
approval of the grantor agency. Such
approval must be obtained from the
grantor agency by the CJC or
subgrantee. The submission for approval
must contain the following information:

1. Identity of subgrant and project,
and estimated amount of funds to be
used for confidential expenditures;,

2. Identity of the agent or officer in
charge of investigation and name of the
bonded cashier, and

3. A copy of the grantee/subgrantee
written procedures to be used to
safeguard these funds if they differ from
the grantor agency's procedures.

Figure 2. Certification

(Appropriate Office Head]
(Name. Position. Grant Title, Location

and Number]
Disbursement of Funds for Confidential

Expenditures
This is to certify that I have read.

understand and agree to abide by all of
the conditions for confidential
expenditures as set forth in chapter 5,
paragraph 63 and Appendix 12 of the
effective edition of Guideline Manual
7100.1. Financial and Administrative
Guide for Grants.
Date
SIgnature (Project Director)
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Appendix 13. Statutory and Regulatory
RequirementsApplicable-to a Criminal
Justice Council (CJC)

I. Statutory and Regulatbry
Requirements Which Must Be Audited
(Mandatory).

1. Qeneral Fiscal Controls. Auditors
must review, test and evaluate the
CJC's:

a. Organizational structure,
delegations of authority and functional
statements to determine whether fiscal
dutie and reponsibilities have been
adequately defined and there is an"
adequate separation of finance and
accounting duties.and responsibilities.

b. Accounting system and account
structure, including the necessary
interrelationships with the State's
central accounting system, to ensure -
that the accounting system will provide
for:

(1) Receipt, disbursement and
expenditure of each grant award,
including all matching contributions
and, where applicable, program income,
interest and refunds from subgrantees,
in accordance with grantor agency
reporting requirements;

1(2) Comparison of a'ctual with
budgeted amounts for each grant; and, .

(3) Accounting records which are
supported by source documentation.

c. Procedures for preparing, verifying
and submitting accurate and timely
financial reports to the grantor agency.

d. Policies and procedures for
supe5vising and monitoring the financial
affairs of its subgrantees insofar as they
relate to programs or projects for which
Federal funds have been made
available. In this regard, the auditor
should determine whether.

(1) Adequate fiscal guidelines have
been developed and disseminated to
inform subgrantees of their
responsibilities with respect to
accounting for and managing subgrant
funds;

(2) Adequate policies, procedures and
plans have been developed and
implemented for on-site financial
monitoring of subgrantees;

(3) Adequate controls have been
developed and implemented for the
receipt and verification of subgrantees
fiscal reports; and

(4) Adequate controls over the
purchase, use and disposition of
nonexpendable property at the
subgrantee level have been developed
and implemented.

2. CIC Fiscal Operations. Auditors
must review, test and evaluate the CJC's
fiscal policies, procedures and actual
practices, as necessary, to determine
compliance with the following
requirements.

a. Federal ratios of participation in the
funding of programs and projects.

b. E:penditure of funds in accordance
with grantor agency guidelines
governing the allowability and
allocability of costs applicable to agency
grants;

c. Expenditure of grant funds in
,accordance with the applicable budgets
approved by the graptor agency;

d. Proper obligation and expenditure
of funds within the prescribed grant
periods;

e. Drawdown, receipt and deposit of
federal fuhids under the letter of credit.
authority;

f. Utilization and disposition of
nonexpendable property acquired in
whole or in part with.grant funds; and,

g. Standards for the procurement of
supplies, equipment, construction, and
other services with grant funds.

3. Planning Performance and Other
Responsibilities Under the Grant.
Auditors must review the CJC's policies,
procedures and actual practices, as
necessary, to verify the correctness of
data contained in its latest grant
application submitted to the grantor
agency relative to:

a. State assumption of cost;
b. Entitlement vs. non-entitlement;
c. The CJC's strategy for monitoring

the implementation, operation, and
results of all the projects it supports and
for intensively evaluating the results
and impact of selected activities;

d. The special planning requirements
for CJCs which participate in the JJDPA
programs; and;

e. The requirements under Title VI of
the Civil Rights Act of 1964 and the
equal employment opportunity
regulations of the Department of Justice.

4. Special Requirements to be Met in
the Comprehensive Plan. Auditors must
review the CJC's policies, procedures
and actual practices, as necessary, to
verify the correctness of data contained
-in its latest comprehensive plan
submitted to the grantor agency relative
to:

a. Maintenance of effort for juvenile
justice under the Crime Control Act;

B. Equitable distribution of funds
under the JJDP Act within the state; and

C. Use of at leabt 75 percent of the
JJDP Act funds for support of advanced

,techniques in the area of juvenile
justice; -

5. Special and General Grant
Conditions and Assurances. Auditors
must determine, as appropriafe, whether

. the CJC complied with the special and
general conditions and assurances
imposed on each grant received during
the aduit period.

6. Audit of Subgrantees-Due to the
variability of program structures and

agencies receiving subgrant funds, It Is
not possible to identify all the areas of
coverage for all subgrantees, However,
certain broad areas of audit coverage
are applicable to most subgrantees and
the auditor must:

a. Determine the adequacy of the
subgrantee's accounting system, with
specific emphasis on the following, If
applicable:

(1) The accounting system provides
for the necessary fiscal controls to
safeguard the funds and assets covered;

(2) The accounting system provides
the separation needed to adequately
identify the receipt of funds under cacti
subgrant awarded and the expenditure
of funds for each subgrant;

(3) The bccounting system provides
for the recording of total expenditures
for each subgrant by approved budget
categories;

(4] Entries in summary records refer to
subsidiary records and/or source
documents which can be rehdily
identified and located; and,

(5) The accounting records provide
accurate and current financial reporting
informaqon.

b. Perfr the tests necessary to
determine the allowability of costs on
the basis of the appropriate local/State
and Federal laws and regulations and
generally accepted practices.

c. Determine whether the project was
carried out in accordance with the
programmatic intent as defined in the
project's subgrant application.
I d. Determine compliance with the
special and general subgrant conditions
and assurances imposed upon the
subgrant award.

e. Determine whether subgrant funds
were properly obligated and expended
within the approved subgrant period
and budget.

f. Determine whether the subgrantee
contributed the required matching
contributions as stated in the subgrant
application.

g. Where applicable, determine
whether project income was properly
accounted for and applied toward the
project goals and objectives.

h. Where applicable, determine
whether all procurements (including the
purchase of services) made under the
project were in accordance with local/
State and Federal procurement
standards.

i. Where applicable, determine
compliance with local/state and Federal
property management, control and
disposition requirements.

j. Determine whether cash-in-hand
was limited to meet the immediate
operating needs of the project.

k. Determine compliance with the
special grantor agency fequiremauts
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relative to the Civil Rights Act and
Equal Employment Opportunity
Regulations.

1. For audits of subgrantees receiving
planning funds, ascertain whether the
local/regional planning office has
complied with the CJC and grantor
agency requirements governing their
administrative and functional
responsibilities relative to:

(I) Planning;
(2] Monitoring and evaluating, where

applicable;
(3) Operations and functions of the

local/regional planning councils
including any committees thereof;, and,

(4) Public accessibility to council and
committee meetings and the
maintenance of minutes of such
meetings.

7. Follow-up on Prior Audits-
Auditors must review the actions taken
on the findings and recommendations
contained in the previous audit report
on the CIC.

a. Where no corrective actions have
been takeh7 determine whether the
problems still exist and whether there is
still a need for remedial actions. If so,
describe the situations and include
appropriate recommendations for
remedial actions.

b. Where CJC officials advised the
grantor agency that corrective actions
have been taken, review the actions
taken. Based upon inquiry, observation
and test, determine whether the actions
taken eliminated the problems. If the
problems still exist, describe the
situation and indicate what further
actions are required.

II. Statutory and Regulatory
Requirements to be Audited as Deemed
Necessary and Appropriate by the
Auditor.

1. CI scal Operations. Review, test
and evaluate the CIG's fiscal polcies,
procedures and actual practices, as
necessary, to determine compliance
with the following requirements.

a. Pass-through of planning and Part C
.block funds to local units of government;

b. Buy-in of the non-Federal funding
required of units of general local
government

c. Source, type and timing of hard
match provided under each grant;

d. One-third personnel limitation on
use of part C action grant funds;

e. Non-supplanting of State or local
funds;

f. Special limitations on funding
construction projects; and

g. Twenty percent contract limitation
on use of planning funds.

2. Performance of Planning and Other
Responsibilities Under the Grant.
Review the CJC's policies and actual
practices, as necessary to verify the

correctness of data contained in its
latest grant application submitted to the
grantor agency relative to the creation,
organization, membership (selection/
composition), responsibilities and
operation of State judicial planning
committees and their relationship to the
cJc;

3. Special Requirements to be met in
the Comprehensive Plan. Review the
CC's policies, procedures and actual
practices, as necessary, to verify the
correctness of data contained in its
latest comprehensive plan submitted to
the grantor agency relative to:

a. Continuation support for programs
funded under the JJDP Act;

b. The CJC's program of technical
assistance or services for criminal
justice operating agencies within the
State.
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Conferences-p. 78
Confidential Evpenditures-p. 89, 90-

Appendix 13
Conflict of Interest-p. 126,127
Construction Limitation-p. 18
Construction Programs-p. 18, 90,10,

106,107,108
Consultant Sen-ices-see Professional

Services
Contracts-see Procurement
Contributions, Matching (Federal and

Non-Federal)
Cash-p. 14.15,16, 33, 34. 35.36.37
In-Kind--p. 14.15, 33, 34, 35
Timing-p. 17,37

Cooperative Agreements-p. il, 27, 28, 29
CorrectionalProgramns-p. 28, 30
Cost Allocation Plans-p. 97, 98
Costs

Allowable-p. 75, 77, 78,79
Prior Approval-p. 79,81, 82, 84.85,

86, 8788, 90,91,92,93
Unallowable-p. 95,96
Assumption Of-p. 19,40
Indirect-p. 97,98

Crime ControlAct-p. 27,28, 29
Daily Status of Funds Report-p. 57-

Appendix 7, pages 11,12
Depreciation-p. 85
Drawdown

Under Letter of Credit-p. 50, 51
Under Check-Issue-p. 50,51

Dual Compensation-p. 78
Equipment Expenditures-p. 85
Equipment Limitation-p. 18
Extension of Grant Period-p. 53, 54,129
Financial Status Report-p. 55, 56-

Appendix 8
Fingerprinting Equipment-p. 82, 83
Formula Grants-p. 10,11,15, 27. 28, 29
Funds A vailability-p. 43
Grant Numbez--p. 49
Honorarium-p. 78
Income Project

Confidential Funds-p. 68-Appendix
13

Interest-p. 68
Royalties-p. 68
Sale of Property-p. 68

Indian Applicants-p. 17, 38
Insurance and Indemnification-p. 93
hiteragency Agreements-p. 28
Interest-see Income, Project
Inventions-p. 112,131
joint Funding-p. 12 29, 30
justice Syvstem Improvement Act-p. 9,

10,11,12,13
juvenile justice Act-p. 27,28.29
LandAcquisition-p. 95,106
Letter of Credit-p. 50,51-Appendix 7
Lobbying-p. 95, 96
Maintenance of Effort-p. 12, 29
Management Studies-p. 93
Matching Shares-see Contributions
MedicalResearch-p. 90
Minimum Cash On Hand-p. 51
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Minimum Payments-p. 51
Modification of Grant-p. 128, 129
National Guard Funding Policy-p. 78,

79
Negotiated Procurements-p. 105-

Appendices 3 and 4, Attachments 0
Non-Supplanting of Funds-p. 19, 40
Obligation

Definition-p. 51, 52
Period of-p. 52, 53 "

Personnel Limitation-p. 18, 38, 39
Participation Ratio's-see Contributions
Pass-Through-p. 13, 30, 31
Patents-p. 112
Payment of Grant Funds-p. 50, 51
Performance Reports-p. 54, 55
Personal Property-p. 108, 109, 110, 111,

112, 113, 114, 115, 116, 117, 118, 119
,Personal Services-p. 77, 78
Planning Grants-p. 27, 28, 30
Pre-Agreement Costs-p. 86
Procurement

Standards-p. 105-Appendices 3 and
4, Attachments 0

Contracts-p. 2, 27, 86, 87, 88, 105, i06,-
107-108,109

Construction Projects-p. 105, 106,
107, 108, 109

Formula Advertising-p. 105-
Appendices 3 and 4, Attachments 0

Negotiated-p. 105-Appendices 3.
and 4, Attachments 0

Sole Source-p. 105-Appendices 3
and 4, Attachments 0

Professional Services-p. 86, 87, 88, 89
PROFILE Reporting-p. 57, 58
Project Income-see Income, Project
Property Management

Definitions-p. 111, 112
Disposition-p. 112, 113, 114, 115, 116,

117,119
Recordkeeping-p. 109, 110, 111
Standards-p. 108, 109, 110, 111

Proposal Cost-p. 861
Purchase of Service Agrqehents-p. 28,

105
Records Maintenance and Retention-p.

67
Reimbursement Procedures-see

Payment of Grant Funds
Remodeling, or Repairs to Existing

Facilities-p. 106, 107
Rental Costs-p. 84, 85
Reporting Requirements

Financial-p. 55, 56
Program-p. 54, 55

Reprogramming of Funds-p. 22, 42, 91
Research Grants-p. 27, 28
Reversion of Funds-p. 51, 53
Rbyalties-see Income Project
Sale of Property-p. 68, 113, 114,115,

116, 117, 118, 119
Sole Source Procurements-p. l05-

Appendices 3 and 4, Attachments 0
Special Emphasis and Treatment

Program-p. 29
Special Reports-p. 55,
Termination of Grants-p. 50, 127
Total Cost Budgeting-p. 67

Transfer of Budget. Categories-p. 90, 91,
92, 128, 129

Travel
Federal Employees-p. 95
Non-Federal-p. 79, 92, 93
Prior Approval-p. 79, 92, 93

Unobligated Balances-p. 51, 52, 53
Unused Equipment-p. 19
Use Allowane--p. 85
IFR Doc. 80-33910 Filed 10-3-80 &45 am]

BILUNG CODE 4410-18-M

DEPARTMENT OF LABOR

'Mine Safety and Health Administration

[Docket No. M-80-101-M]

AMAX-Chemical Corp.; Petition for
Modification of Application of
'Mandatory Safety Standard

'AMAX Chemical Corporation, P.O.
Box 279, Carlsbad, New Mexico 88220
has filed a petition to modify the
application of 30 CFR 57.4-27 (fire
extinguishers on self-propelled mobile
equipment) to its AMAX Mine and Mill
located in Eddy County, New Mexico.
The petition is filed under section 101(c)
of the Federal MineSafety and Health
Act of 1977.

A summary of the petitioner's"
statements follows:

1. The petition concerns the use of fire
extinguishers mounted on electric face
equipment.

2. Petitioner has found that stored-
pressure fire extinguishers equipped
with pressure gauges are best suited to
underground equipment as operators,
can easily check the condition of
extinguishers during each start-of-shift
inspection.

3. Petitioner has also found that
having fire extinguishers mounted 6 n
face equipinent frequently results in loss
of pressure from vibration and/or
damage to extinguisher valve
mechanisms. This can occur anytime
during a shift without the operator's
knowledge.

4. In order to better maintain the
extinguishers in usable condition, the
petitioner proposes an alternate means
of providing suitable fire extinguishers
readily accessible to operators of self-
propelled mobile face mining equipment
and electric shuttle cars. This proposal
would apply only to equipment powered
through trailing cables, with travel
distance from a power distribution
center limited to the length of cable on
each machine.

5. Fire on any of the equipment
referred to-above will be of electrical
origin and the first step by an operator
will be to open his or her breaker and

disconnect the cable at the power
distribution center.

6. As an alternate method, petitioner
proposes to maintain one five-pound five
extinguisher at each of the four power
distribution centers located along the
last open break In each mining section
rather than require an extinguisher on
each piece of face equipment,

7. Petitioner states that such an
arrangement would facilitate
maintenance of fire extinguishers in face
areas and assure that an extinguisher in
usable condition is readily accessible to
operators of face equipment at all times.

8. For these reasons, petitioner
requests a modification of the standard,
Request for Comments

J
Persons interested in this petition may

furnish written comments on or before
December 1, 1980. Comments must be
filed with the Office of Standards, '
Regulations and Variances, Mine Safety
and Health Administration, Room 027,
4015 Wilson Boulevard, Arlington,
Virginia 22203. Copies of the petition are
available for inspection at that address,

Dated: October 21, 1980.
Frank A. White,
Director, Office of Standards, Regulations
and Variances.
[FR Doc. 80-34009 Filed 10-30-80: aiml
BILUNG CODE 4510-43-M

[Docket No. M-80-137-C]

Consolidation Coal Co.; Petition for
Modification of Application of
Mandatory Safety Standard

Consolidation Coal Company, Consol
Plaza, Pittsburgh, Pennsylvania 15241
has filed a petition to modify the
application of 30 CFR 75.365 (weekly
examinations for hazardous conditions)
to its Blacksville'No. I Mine located in
Monongalia County, West Virginia. The
petition is filed under section 101(c) of
the Federal Mine Safety and Health Act
of 1977.

A summary of the P~etitioner's
statements follows:

1. The petition concerns the
requirement that personnel travel Intake
and return airways to make
examinations for hazardous conditions'
and conduct methane tests.

2. Due to the deterioration of the roof
conditions in the old heading of the mine
and the continuing effects of the
presence of water, it is becoming
hazardous for mine personnel to travel
the entries of the mine's 1 North
headings.

3. These entries were developed in
late 1969 and early 1970 and have only
been used as return airways.
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4. As an alternatemethod, petitioner
proposes to:

a. Take weekly air and methane
readings at the 2 West left return
regulator,

b. Take weekly air and methane
readings inby spad (survey) stations 94,
92, 90 and 97 which are 3 blocks North
of the portal fan;

c. Take weekly air and methane
readings at spad station 692. the only
other return air that can enter this split
of air.

5. Petitioner states that this proposed
alternate method will at all times
guarantee no less than the same
measure of protection to the miners as
that afforded by the standard.
Request for Comments

Persons interested in this petition may
furnish written comments on or before
December 1. 1980. Comments must be
filed with the Office of Standards,
Regulations and Variances, Mine Safety
and Health Administration, Room 627,
4015 Wilson Boulevard, Arlington,
Virginia 22203. Copies of the petition are
available for inspection at that address.

Dated: October 21,1980.
Frank A. White,
Director. Office of Standards, Regulations
and Variances.
1FR Doc. 80.34012 Filed 10-30-0:, &45 am]

BiLUNG &ODE 4510-43-M

[Docket No. M-80-129-C]

Owl Creek Coal Co., Inc.; Petition for
Modification of Application of
Mandatory Safety Standard

Owl Creek Coal Co., Inc., St. Charles,
Kentucky 42453 has filed a petition to
modify the application of 30 CFR 75.1710
(cabs and canopies) to its Owl Creek
Mine No. 2 located in Hopkins County,
Kentucky. The petition is filed under
section 101(c) of the Federal Mine Safety
and Health Act of 1977.

A summary of the petitioner's
statements follows:

1. The petition concerns the use of
cabs and canopies on the mine's electric
face equipment.

2. Petitioner states that the use of cabs
or canopies on the mines's electric face
equipment would result in a diminution
of safety to the miners affected because.
the equipment operator's visibility
would be impaired and encumber head
clearance. Also, a large portion of the
equipment operator's body would hang
over the side and protective areas of the
machine while in operation.

3. For these reasons, petitioner
requests a modification of the standard.

Request for Comments
Persons interested in this petition may

furnish written comments on or before
December 1. 1980. Comments must be
filed with the Office of Standards,
Regulations and Variances, Mine Safety
and Health Administration, Room 627,
4015 Wilson Boulevard, Arlington,
Virginia 22203. Copies of the petition are
available for inspection at that address.

Dated: October 21.1980.
Frank A. White,
Director. Office of Standards. Regulations
and Variances.
IFR Dor- 00-W10loFed 1o,-3io.ll Il. aml

BILLING COOE 4610-43-

[Docket No. M-80-139-C]

Jim Walter Resources, Inc. & Thyssen
Mining Construction, Inc4 Petition for
Modification of Application of
Mandatory Safety Standard

Jim Walter Resources, Inc., in
conjunction with Thyssen Mining
Construction. Inc., P.O. Box 149,
Brookwood, Alabama 35444, has filed a
petition to modify the application of 30
CFR 77.1914 (permissible electrical
equipment) to the Brookwood Mines
numbers 4. 5, and 7 located in
Tuscaloosa County, Alabama. The
petition is filed under section 101(c) of
the Federal Mine Safety and Health Act
of 1977.

A summary of the petitioner's
statements follows:

1. The contractor, Thyssen Mining
Construction, intends to introduce a new
innovation in shaft sinking, using a "v
mole" technique. This is a vertical full
face drill cutting at 23 feet diameter with
the cuttings falling through an existing 5
foot pilot hole to the underground
working below where they will be
disposed of by conveyors, and other
means. This is a proven effective
method in Germany.

2. With the exception of two KVA
transformers, all electrical components,
enclosures, motors, controls and switch
panels installed on the V mole drill
machine will be of a type approved by
MSHA. All relevant cables will carry an
MSHA approval number.

3. An adequate number of methane
monitors with sensors in strategic
positions will be mounted on the
machine cutting off the main power
supply should the methane content of
the nir rise above the mandatory limit.

4. Eight shafts will be sunk to depths
ranging from approximately 1,700 feet to
2,300 feet, all with a finished diameter of
approximately 22 feet. All of these
shafts will be used for ventilation
purposes.

5. Petitioner proposes the use of two
630 KVA transformers which have not
been approved by MSHA as
permissible. In support of this proposal,
petitioner states that:

a. The two 630 KVA transformers will
be air cooled and mounted on the v mole
machine;

b. The ventilation of the shaft will be
such that a minimum of 9,000 cubic feet
per minute of fresh air will pass over the
transformers at all times. At no time will
contaminated return air pass over the
transformers.

c. There will be an adequate supply of
fire protection provided for the
transformers.

0. For these reasons, petitioner
requests a modification of the standard.

Request for Comments
Persons interested in this petition may

furnish written comments on or before
(December 1,1980. Comments must be
filed with the Office of Standards,
Regulations and Variances, Mine Safety
and Health Administration, Room 627,
4015 Wilson Boulevard, Arlington,
Virginia 22203. Copies of the petition are
available for inspection at that address.

Dated: October 21, 1980.
Frank A. White,
Director. Office of Standards, Regulations
and Variances.
i.1 De.o 80 led F 20-30-W0. &3 azi]
DILLNG COoE 4610-43-U

Office of the Secretary

[TA-W-7498, 7499, 7499A]

Americana Glass Co., Inc., Queens
China Co., Inc., and Americana Art
China Co., Inc., Sebring, Ohio;
Affirmative Determination Regarding
Application for Reconsideration

On September 14,1980, an official of
the United Paperworkers International
Union requested administrative
reconsideration of the Department of
Labor's Negative Determination
Regarding Eligibility to Apply for
Worker Adjustment Assistance for
workers and former workers of the
Americana Glass Company,
Incorporated, Queens China Company,
Incorporated, and Americana Art China
Company. Incorporated, Sebring. Ohio.
The determination was published in the
Federal Register on July 18. 1980 (45 FR
48289).The applicant for reconsideration
claims that increased imports of decals
are causing declines in jobs in the
Company's artistry department, and that
loss of jobs due to increased Company
imported pottery to fill orders which
were normally fled with products made
at Queens China, Incorporated, such as
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mugs and; other-itenis; has causedt a
discontinuance' of items proditedl af the
plant.

Conclusion

After review'of the applibatiorr, I
conclude that the Union Officral's clafin
is of sufficient weight to justify
reconsideration.of the Department of
Labor's prior decision. Thue application
is, therefore, granted.

Signed at Washinglon,,D.C., this 1Zth day
of October 1980.
James F. Taylor,,
Director, Office-6fMaInagement
Administration and Planning:
IFR Dec. 80-3402Z-l1d:lO-30,-80.8:4-am I
BILLING, CODE 4510-28-M;

American! Biltrite (URW), et al.;
Investigations Regarding
Certifications of Eligibility'ToApply for.
Worker AdjustmentAssistance

Petitibns have been filed'withthe
Secretary ofLabor under Section 221(a),
of the Trade Act of 1974 C'the.Act"] and
are identified in, the Appendix to this
notice. Upon receipt of these petitions,

the Director of the Offfce-of,'Tiade
AdjustmentAssistance, Bureat.r of
International Labor Affairs,,has,
ingtituted investigations pursuanLto,.
Secti6n 221(a),ofthe.-Actand 29;CFR.
9012. 

I

Thepurpose oh each, ofthe.
investigationsis to determine whether.
absolute. orrelative increasei of -inports&
of articles- like. or- directly'competitive.
with articles produced by, the, workers' -
firm or an appropriate subdivision
thereof have contributed, importantly to
an absolute decline in sales or
production, or both, of such firm or
Subdivision and'to the actual or
threatened total or.partrar separation of
a significant nunber or proportion of-the
workers of such firm- or subdivision.

Petitioners.meeting. these eligibility
requirements will be certified as eligible.
to applyr for. adjustment assistance unlier

-Title II, Chapter Z, of the Act in
'accordance.with the provisions of
Subpart B of 29ZCERPart 90.The.
investigatibns will- further relate; as-
appropriate;.to the. determination of the
da'te on. whichtotatfor partial,
separatfons begantorthreafened, to;

begin and ihe,subdivision of the firm
involved.

Pursuaht' to 29 CFR 90.13; tle
petitioners or any-other persons showing'
a substantial interest in the subject
matter of the investigations may request
a public hearing, provided such request'
is filedin writing with the Director,
Office of Trade Adjustment Assistance,
at the address shown belbw, not later
than November 10, 1980:

Interested persons- are invited' to
submit written comments regarding the
subject matter-ofrthe investigations-to
the Director, Office'of Trade Adjustment
Assistance, at'the address shown below,
not later than November 10, 1980.

The petitions filed'in tliis case are
available for inspection at the Office of
the Director, Office of Trade Adjustment
Assistance; Burear of International
Labor Affairs, US. Department ofLabor,
200 Cbnstitution Avenue, NW:,
Washington, D.C. 20210.

Signed at Washington. D.CQ. this 20th day or
October 1980.
Marvin Mooks,.
Director, Office .ft TradeAdjustment
Assistance.

Appendx

Petigoner-Union/workers or-. Location Data received' Date of peltoin. PetitorrNo. ,trdclbs prodficed
former workers of-

American Biltuit (URW) .........J.__. Trenton, NJ ...... ........... .....
Arcos (USWA) ........... ......... Philadelphia. PA .............
Bendix Corp,(UAW). ........................- Elyria, OH..........
Bonney Forge Division (union) .......... ..... Allentowo PA...............
Brookside Corp. (USWA)..... ... McCordsviIe;,IN..............
Froightfiner Corp. (workers) . ................ Chino, CA
Mordine-Division of Dayton-Walther (IAMAW). Daytoni O
Douglas and Lomason Inc; (UAW)' ................. Marianna; AR...... .
Ex-CeIo-O Tool andd Abrasive Product Dvi- Pendleton, IN.........

slon (workers);
Pilot Knob Pellet (USWA).... ... IrontonMO........ . .
Industrial Strainer (weokrs)'..... ...... Plymouth, Ml ... ..
Intorake Inc. (USWA); . .. -__ _ Cilcagot IL.

Interfako Inc: (USWA)......._._.. .... Riverdale- ,L .........
Island'Creek Coal Co. (workers)- _ -.- Paintsville, KY..........
Joslyn Manufacturing and Supply Co. (USWA)N Fort Wayha IN ............
Lamson and Sessions Co(.),.Cleveland,,OH-.................
Marel Manufacturng-(Co.) -................... Hobokdn, NJ .......
Plckfbrd Mills (wokor);_. rooknN................ Broki NY..-
Sewe's Manufacturing Co.-(workers).... Temple, GA ..........
Simon Ellis Inc. (workers) ..... No....... Nbw York, Y..............
Sintered Metals Nbrth-(workers);,... .... Gloucester, MA..........
Anaconda Copper Co. (AMI-).- Anaconda; MT ......
Anaconda Copper Co. (carpenters) GreatFalls, MT .......
Frank Saltz and Sons, Inc: (workers); .... New-York, NY ........
Mclnemey'Sprng and Wire Cc (UAW) .. Grand Rapids; MI
Ralph Edwards Sportswear Inc. (workers).--. , Puxico. Me........
Reynolds Metals Co. UsteriiF Co Usterhtr Sheffield:AL........ .........

Reduction Plant (AWIU).
Rud-Shaw Manufacture In (Wyorkers)-...- Bodyn..NY................
Arista Knitwear Manufacturing Corp. (worK. New York, NY.... .....

ers)l
Barth Ind. Inc. (workers)_.._ _ . - Cleveland, OH..........
Colorado City Manufacturing (workers) ....... Colorado, T. ............
Fiber.Tex Incr (workers)..... _-................ Benzooia. MI........
Grigg Box Co. (workers)'... _ _. DetroiLMI.. ........
Textile PiercorDyingCo. (union) - Paterson, NJ...........
B&G Fbbricatlng Co.. Inc. '(Pnibn' and' non- Carnegie, PA.......-

unlon) I
Eric Scot Sportswear Inc: (workers).- -. Farmingdate. NY-... -
Freddie-Gail (ILGWU) ................... Hoboken, NJ-.... ..----
Give Long Island C, (ILGWU).-..-... . Eong Island, NY... .
Interlake Inc. (workers)- ...... Wilder KY ........
M. Frenville Co. Inc. (workers)-- ........ Gloversville, NY.
Storms Drop Forge(tmnion)'............. 'Sprngfield MA..............
Trplley Car Inc (ILGWU) .. ... New York, NY...........
U.S. Steel WorksGeneva.Works (USWA).. Provo..U.......... .
Union Metal Co. (workere) ........ Macedonia; OH.......
Allied Chemical Corp. Auto Division (Co.) .... Mt. Clemens; MI ..................

101-09--80'
10-10-80
10-10-80
10-14-80
10-10-80
10-10-80
10-14-80

10-14-80

10--10-80
10-4040
10-10-80
10-14-80
101-09 80,

10-10-80
10-14-80 "
10-14-80-
10-10-80
10-10-80
10-14-80
10-1-80.
10-14-80,
10-14-80
10t-80

,
.

10-15-80
10-14-80
10-14-80

10-14-80
10-14-80,

10-14-80
10-14-80
10-14-80,
10-14-80
10-15-80'

I0'-14'-81T,

1&014-8T'
101-14-80
10-16--80
10-Is--SO-
1-30-80'

10-06-80
10-16-80
9-15-80

10-06-80:'
10-07-80
9-25-80

10-08-80
10-07-80)
10-06-80
10:5.80
10-06-80
10-08-80,

10-07-801
10-02-80
10-08-80
10-08-80'
1.-06L.80J
10-07-80'
10-0-80
111-07;-80:
5-19-80'

10-07.-80
10-07-.80"-
10-10:-80
10--0680.
10-08:-80"
10-08-80.
10-06-80;
10-08-80
10-08-80

TA-W-11.319
TA-W-11,320
TA-W-11,321
TA-W-1 1,322
TA-W-1 1.323
TA-W-11,324
TA-W-1.1,325
TA-W-1 ,326
TA-W-1 1,327

Tile floor.
Welding rods and wire.
Braking devices-for trucks,
Stainless steel
Air moving equipmenL
Fre;ghtline Trucks.
Cut metal and assembly wheels and drums,
Auta.seat frames..
Honing abrasives, usedtIn manufacturing auto engines,

TA-W-1t,328 Iron ore pellets,.
TA-W-1 1;329 Auto small parts.
TAmW-tI,330 Steel products.
TA-W-T1,331 Steel products.strapping-materials.
TA-W-11 ,332 Mblaflurgcal coal.
TA-W-'t.333 Cotd"and:dbt.staJhiles3.stet bars.
TA-W-1 1,334 Threaded'screws and, nuts:
TA-W-1 f,335 Outerwear.
TA-W-1 1,336 Sweaters; Shirts, and dresses.
TA-W-11,337 Men's suits;and pants.
TA-W-1 1.338 Skirts, jackets, and jackets.
TA-W-11 1,339. Machine parts:
TA-W-11,340 Copper ore anodes.
TA-W-11,341 Refined copperzinc. and lead.
TA-W-1lt.342 Pants and'vests.
TA-W-1 1,343 Rough construction seating for autos.
TA-W-1 1,344 Leatheroackets and vests.
TA-W-1 1,345 Molten metal for die castings.

10-08-80 TA-W-11;346 Sports jackets and suit Jackets.
10-11-80. TA-W-11,347 Knitting yarn.

9-26-80-
10-09-80
10-10=-80"
10-07-80
10-06-80.
5-29-80i

10-10-80
10-08-80.

10-08-80.
10-07-80.
10-07-80
1Q-10-801
9-24-8X

10-01-80
10-10-80'
9-11-80

TA-W-1 1,348
TA-W-11,349
TA-W-11,350
TA-W-1 1,351.
TA-W-1T,352
TA-W-11,353

TA-W-11.354
TA-W-11.355
TA-W-11,356
TA-W-11,357
TA-W-1 1,358
TA-W-11.359
TA-W-11.360
TA-VW-1 1,361
TA-W-4l1,362
TA-W-1 1,363

Machines.
Women's clothes.
Fibergisg.
Glss
Textile and dyes
Equipmenrfor-steel producers.

Sweaters.
Ladies coats.
Ladies coats.
Coil and pipe.
Finish leather.
Forgings for tools and alrcroti
Ladies dresses.,
Steel products.
Storage rackings foreuto'indostry.
Seat belts.
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AppondIx--Coftnued

Pettioner Union/workers or Location Dale received Dale ofp =,,i Ptvn No Arwks Frcduced
former workers of-

Chemseve Corp, (wokers), _ _ D_ M I .- - 10-16-80 10-13-80 TA-W-115C4 Cais.. soda. " and sodrm.
Dunn Steel Products (UAW) Plymout, Mi __.......... 10-6-80 9-19.80 TA-W-11.3CS 6.1 Jonet.
Hoover Universal, Inc (Co-) Manslield. OH .. . 7-23-80 7-17-80 TA-W-11,,36 Plang o( paMt for *Amuo
Jacks Glove (workers) Gloversve. NY -........ 10-14-40 10-06-80 TA-W-11 87 Contracts cJutg and sewing of g&;m
McKnight Road Dodge Inc (workers) .... Pittsbrxgh. PA _ 10-14-40 10-10-0 TA- -11 38 Sale " service of Dodge carsdti ck.
ML Vern MMs Inc. Columbus Division (Co). Columbus, SC......... 10-16-80 10-13-80 TA-W-11369 M'twde duck
Altamont Garment Co., Modem Textles AltamonLtIL .......... 10-15-80 10-09-80 TA-W-11.370 Cr'drescvnh,

(iLGWA).
Bethlee Steel Corp (workers) Te.n... island, CA ... 10-16-80 10-0- 810 T,-W-I 1371 Stp repa yr
Hayes Abon Corp. (AFL-CO) . . . Eryan. Ol . .7-29-40 7-23-80 TA-W-11.72 Aulomrrioe dcor fr.w
Kap Togs. Modem Textles (ILGWU)-_. Clarksvile. M0_.,__ 10-15-80 10-- TA-W-11.373 Chldbens cktrg.
Lsnsford Apparel Co. (ACTWU).... Lanslord. PA 10-16-80 10-15-80 TA.W-11.374 Clens dess.
Martha Manning Co. (ILGWU). Mascoutah IL... 10-15-80 10-09-80 TA-W-11,375 Cresm. sporuswear.
General Molors Corp. Rochester Products Di- Tuscaloosa. AL .- 10-14-80 10-08-80 TA-W-1137f Carbacmrs.

vision (workers).
General Motors Corp. AC-Delco Division Atlanta, GA ..-- -------........ 10-0740 10-01-80 TA-W-I1,377 G e An c! serice Fa.s.

(workers).
General Motors Corp. GM Part Divason Deroo MI . .... 10-1440 9-034" TA-*N-1 1378 C itXn of ser-.se pat

(UAW)-
General Motors GM Paris Division (UAW) .. St Lo s. MO .. -........ 10-14-40 9-03-80 TA-W-1,379 fr .t bcn ct setrice iarts.
General Motors GM Parts Division (UAW) .. Allenta. GA ...... . . 10-14-80 9-0340 TA-W-11,38 Ei0,uab n c snrice parts.
General Motors GM Parts Division (UAW) Cheektowaga. NY-. 10-1440 9-03-80 TA-W-11,381 fdrt icrn o set-ace part.
GM-Parts Division (UAW) .Lenexa KS.....- do d TA-W-11,362 Do.
GM-Parts Division (UAW) Willow Run, MI- ..-- do -- do TA-W-11,C3 Do.
GM-Parts Division (UAW) Clevelan, O .. ...- do -do TA-W-11,384 Do.
GM-Parts Division (UAW) Jacksonvile, FL-...- --- do - TA.W-1I,, S Do
GM-Parts Division (UAW) Orrhi m- NE -............do -do TA-W- 1,388 Do
GM-Parts Division (UAW) Bethpage, NY_ .....- - do -do TA-W-11,367 Do.
GM-Parts Division (UAW) trlona M....... . . do -. do TA.W-1 1,38 Do.
GM-Parts Division (UAW) Westwood. MA_..._.. . do - do TA-W-11 389 Do
GM-Parts Division (UAW) Denver CO ........-. do -- do TA.W-1I , Do.
GM-Parts Division (UAW) New Odens, LA .... do -do TA-W-11,391 D0o
GM-Paris Division (UAW) lrlainpols, IN ..........-... .. do -- do TA-W-11,392 DO
GM-Parts Division (UAW) Beeverton. OR .....- do -do TA-W-11,393 Do.
GM-Parts Division (UAW) Bloomield. NJ... .. do - do TA-W-1 19- Do
GM-Parts Division (UAW) Englewood, NJ ........- do -- do TA-W-1l,395 om
GM-Parts Division (UAW) Sandslon, VA_....... .. . do -- do TA-W-11-96 Co.
GM-Parts Division (UAW)- "..... I of ws, Pa ......... do -do TA-W-11,?97 Do.
GM-Parts Division (UAW) ,Sante Fe Springs, CA ..... do -- do TA-W-tl . .% DO.
GM-Parts Division (UAW) Drayton Plei M_ _ . -do -- do TA-W-t1,,39 D.
GM-Parts Division (UAW) Sheorwlle, 0H....... -. do -do TA-W11400 DO.
GM-Parks Divimon (UAW) Louve. KY_.._ do -.- do TA-W-11.401 Do.
GM-Parls Division (UAW) Da1sa TX - ..--- -_--do -do TA-W-11,402 Do.
GM-Parts Division (UAW) Houslon. TX __... ... - -do -do TA-W-114,3 Do.
GM-Parls Division (UAW) -. kind. CA ...... ... -do -do TA-W-11,404 Do.
GM-Parts Division (UAW) WMar.i...rg. WV... . .. -do -do TA-W-11.405 Do.
GM-Parls Division (UAW) Laneing, ML4 ____ __.-do -do TA-W-11.406 Do.
GM-Parts Division (UAW) Reno, NW-... ...- .. do .- do TA-W-11.407 Do.

[PR Dec. eo-34013 PlIed 10-30-t &45 am]
BILLING CODE 4510-28-M

E. I. du Pont (UAW), et al.;
Investigations Regarding
Certifications of Eligibility To Apply for
Worker Adjustment Assistance

Petitions have been filed with the
Secretary of Labor under Section 221(a)
of the Trade Act of 1974 ("the Act"] and
are identified in the Appendix to this
notice. Upon receipt of these petitions,
the Director of the Office of Trade
Adjustment Assistance, Bureau of
International Labor Affairs, has •
instituted investigations pursuant to
Section 221(a) of the Act and 29 CFR
90.12.

The purpose of each of the
investigations is to determine whether
absolute or relative increases of imports
of articles like or directly competitive
with articles produced by the workers'
firm or an appropriate subdivision
thereof have contributed importantly to

an absolute decline in sales or
production. or both, of such firm or
subdivision and to the actual or
threatened total or partial separation of
a significant number or proportion of the
workers of such firm or subdivision.

Petitioners meeting these eligibility
requirements will be certified as eligible
to apply for adjustment assistance under
Title 11, Chapter 2, of the Act in
accordance with the provisions of
Subpart B of 29 CFR Part 90. The
investigations will further relate, as
appropriate, to the determination of the
date on which total or partial
separations began or threatened to
begin and the subdivision of the firm
involved.

Pursuant to 29 CFR 90.13, the
petitioners or any other persons showing
a substantial interest in the subject
matter of the investigations may request
a public hearing, provided such request

is filed in writing with the Director,
Office of Trade Adjustment Assistance,
at the address shown below, not later
than November 10, 1980.

Interested persons are invited to
submit written comments regarding the
subject matter of the investigations to
the Director, Office of Trade Adjustment
Assistance, at the address shown below,
not later than November 10,1980.

The petitions filed in this case are'
available for inspection at the Office of
the Director, Office of Trade Adjustment
Assistance, Bureau of International
Labor Affairs, U.S. Department of Labor,
Z00 Constitution Avenue, NW.,
Washington. D.C. 20210.

Signed at Washington. D.C., this 14th day
of October 1960.
Marvin M. Fooks,
Dirctor. Office, of Trade Adjustment
Acsistance.

723:;9
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Appendix:

Petitioner: Unflrfworkers or Location Date: - Dta:oE PetitionNo. Articles produced
former workers of- received petition

E. 1. Dupont,(U.AW)-. --- - Toledo' .Ohio--.. .-...
Florsheim Shoo Co. (ACTWU)..... .......... Mexico,.Mo-
F.M.C. Specialty Chemical Division (ICWU) - Buffalo; N.Y_ ___
Jodie Dross Inc. CornanyjCo.).. New York. NY...-......
Kentucky Pants'Co:.Pant.Z,(Co.); .. - Glasgow. KyL....... .
Mason Mfg. Co. (Workers) ........... Providence. R.-......
Reidboard Brothers Co. (workers)---, ' Elkins,.W. Va.
United Tech. Auto. Division (workers) - Dearborn, Mich............
Washington Overall Mfg. Co. (company)-- Scottvillb. Ky.". .....
Caterpillar Tractor Company (workers)' - Milwaukee, Wi5 .
Detroit Steel Products (UAW) ............ Morristown, Ind.. -.
Fairfield Glove Co. (ACTWU) Fairtield; lowa.-. .
Fairfield Glove Co. (ACTWVU) Bonaparte, lowa...- .....
General Electric, Silicone Products Division Waterford.,L.- . .

(lUE).
Harry Fisher Corp. (ACTWU). W U)- Philidalphia,.Pa-- - -.. -.
Priscilla Dross Corp. (workers) ...... Bronx. N.Y ....
S. B. Penick Corp. (ICWU)..... .. .- Newark.N.J- - ..

Starbuck (company) -:---.,-- San Francisco. Calif.._..._.
White Automotive Corp. (ACT'WU) ... Coloradb Sprngms Colo.....
Athaln Products. Ltd. (comparry)---.. Denver..ol;---... .

CWC Textion (workers)--- -' Muskegon Hs .Mlch..-....
Extractors, In., #1 Deep Mine (UMWA)..... Wyoming County; W..Va....
Kerr-McGee Nuclear Corp. (workers)-.......... Glenrock, Wy ...- ..
Murray Corp. (UAW) .... .................... Eastlake. Ohio.....
Northwest Cedar, Inc. (company) ........ .. Sedro Wooley;oWaslt.. ......
Ohio Truss Mart (workers) ................... Walled Lake-.Mlch..--.....
Our Darting Sportswear Co. (workers)......... New York. NY*'
Willow Run Rubber Uning (workers) ..... . Earmington,.Mich.-.-.....
Carla Leather, In. (workers) .................. New York. NY..---......
Fox Point Sportswear. Inc. (ACTWU)..... Port Washingtor Wis ....
Hoover Universal. Inc. (Int'l Brotherhood of Solon, Ohio

Boiermakers).
J.H. Apparel (workers) Freeport, N.Y.. -....
Jomac Products, Inc. (workers) ................. Murphysboro.lil.......
Leathermark Sportswear (workers) ........... New York, N.Y... ..

Merry Olds GMC Trucks (workers).............. Rochester Mich...-----......
Now Jersey Zinc Company (USWA)........... Austinvilte. VaLz...-.-....
Thermo Electron Corp. (workers) .......... Livonia, Mich,.... .....
Wilens & Michigan (workers). .............. Detroit. Mich-.. ....
Anaconda-Arco Co. (Intl Brotherhood of Boi- Denver, Co--..-........

lermakers).
Anaconda-Arco Co. (Int'l Brotherhood of Bol- "Great Fals,.Mont:- -........

lermakers). L
Anacona-Arco (Int'l Brotherhood of Boiler- Anacna. Mont.- ..

makers). I
Apco Knitwear Inc. (ACTWU)...... .......... Brodhead, W's-- -..
Crescent Brick Co. (USWA)...... ......... Falls Creek, Pa - -.
Jim Gunnng.Ford.lnc.(comparry) - XeniaOhio. . ..
Patasco & Back Rivers Ralroad Co. (UTU)_. Sparrows Points, Md...........
Star Debs (workers) . ..................... New York. N.Y.......,--.......
Union City Body Co. (UAW)........ .. Union City. Ind............
W. Vs. Birmingham Bolt Co. (Intl Brother- Nitro, W. Va ..... ..........

hood of'fBoiermako s)
AMF/HarleyoDavidson Motor Co. Inc: (AIW)... Milwaukee, Wis --...........
AMF/Hartay.Davidson Motor Co. Inc;(AlW)f.-. Wauwatosa. Wis...............
Lynchburg, Foundry Co. Archer Creek Plant. Campbell County. Va ......

(U)SWA).
Lynchburg Fdfndry' Co4. Radford Plant' Radford VaL-.... .........

(USWA).
M & R Timber. (1WA)....-................... Port'Ahgeles, Wash--....
McCord Corp) Gasket Div, (workers) -.-...... Wyandotte, Mlch.......
Remingtofl Arms Co. Inc.(workers).... tion;,N.Y- .........
Saginaw Sheet metal Parts Corp. (workers).. Saginawt Mich...........
Tecumseh Products Co. VBEW)............... Somerset. Ky .........
Hiltl Ina. (workers)- - - - Cimeland, Ohio.. ---

Julius Resnick Inc()LGP &NWU).. - - Syracuse. N.Y...
Lady Arrow Brantley Plant'(ACTWU'- Co.)'..... Brantley, Ala. .............
Lady Arrow Evergreenr Plant-(.ACTWU.'& Co).. Eaergren, Ala - -..............
South Haven.Rubber Co. (UAW)........ .... So.Haven. Mich..............
RPM Products,.In. (workers),- ----- Roseville, Mich.l................-..
RPM'Products Ins. Croswell DVh. (W'orkers)....- Croswell. Mich_...............
SISCO Ins. (workers)'-- -- - - Cleveland, Ohio ..........
Wausau Homes Inc. (Workers),,.... Wausau . Wis
Wausau Homes Inc: (Workers)'.-........... Oscoda; Mich..........
Wausau Homes Ins.(workers)-. . Lansing,.Mich ..............
Alatex Inup Andala: Plant, (A CWU & compa- Andala,.AIa; . .......

ny).
Atalex Inc. Andalusia Plant (ACTWU.&Co.),... A'ndlOsia. Ala...
Alatex Inc. Enterprise Plant'(ACTWU, & Co.).. Enterprise, Ala-..--....
Alatax Inc. Montgomery Dis. Center (ACTWU Montgomery, Ala............

& Co.).
Alataex Inc. Pike Plant (ACTWU & Co.)." . Tioy;Aa. " "
Alatex Inc. Troy Plant (ACTWU.& Co.)--. Troy, Ala.. ..........
Bostrom Division' of Universal Oil Products Cudahy. Wi . .

(workers).
Mercury Products Div. of Dyneer (IAM). Canton. Ohio-....
0 & S Mfg. Division Gulf & Western Mfg. Co. L Whitmore, Mich..........

(UAW).
Verhoven Chevrolet Inc. (workers) ......-- * Detroit. Mich...............
Enro Shirt Company (company)............. Louisville, Ky................

10-6-80
10-6-80
10-6-80
10-6-80
10-7-80
10-8-80
10-6-80
10-6-80
10-7-80
10-2-80
10-3-80
10-6-80
10-6-80
10-3-00

10-6-80
9-26-80
8-5-80

10-3-80
10-6-80
10-3-80
10-3-80
10-3-80
10-3-80
10-3-80
10-6-80
10-3-80
10-3-80
10-3-80
10-8-80
10-6-80
10-6-80

10-6-80
10-8-80
10-6-80
9-24-80
10-6-80
10-6-80
10-6-80
10-7-80

10-7-8D

10-7-80

10-6-80
10-7-80
10-8-80
.10-8-80
10-6-80
10-7-80
10-8-80

10-3-80
10-3-80,
10-6-80

10--80

10-7-8w
10:-8-89
10-8-80L
10-8-80
10-8-80
10--80,
10-8-80
IT-8-80
10-880
10-8-80-
10-8-80
10-8-80
10-8-80L
10-7-80
10-7-80
10-7;-8E
10-8-80

10:-a-80
10-8-80
10-8-80

10-8-80
10-8-80
9-22-80

10-8-80
10-8-80

6-16-80
10-10-80

TA-W
TA-W
TA-W
TA-W
TA-W

11 ,.oO mtuomoiUvu pallint.
11.237" Men's shoes.
11.238 Sodium Oerborate-
11,239 - Ladies.garments.
11,2401 Men's and boy's work pants,
11.241. Metal disposable spoolW
11.242 Men's work shirts-and leans..
11243 Automotive.
1.244- Men's and bos work pants.

-1.245 Components for tractors.
'-11.246, Steel leaf springs,
-11247 Work gloves.
'-11.248. Work gloves.
'-11,249 Small appliances

9-29-80
9-29-80
9-26-80

10-3-80
10-3-80
9-30-80
8-29-80
10-3-80
9-25-80
9-30-80
8-29-80
8-29-80
9-11-80

9-23-80
9-16-80
7-31-80
9-10-80
10-1-80
9-30-80
9-29-80
9-30-80
9-29-80
1-1-80
9-30-80
9-4-80

10-2-80
10-1-80
10-2-80
9-17-80
10-1-80

10-2-80
9-30-80
9-29-80
9-16-80
10-1-80
10-2-80
9-24-80
1-2-80

10-2-80

Men's outercoats.
,Lades' pants and dresses, skirts.
Organic chemicals.
Luggage, handbags, etc.
Jeep toPs and accessories,
Soft ided luggage.
Gray Iron castings for automotive Industry,
Metallurgical coal.
Uraniuns ore.
Automobile parts and clutches,
Cedar shakes.
Trusser
Ladies swim suits.
8-cyl distributor caps.
Leathersuede shoearling,
Ladies' sportswear.
Cold.drawn carbon and ahoy bar and wio.

TA-W-11.267' Boy's, childrens slacks. shits, sweaters.
TA-W-11.268i Industrial gloves.
TA-W-11.269 Jackets;
TA-W-11,270 New.car and truck salos.
TA-W-11.271 Zlncolead concentrates.
TA-W-11,272 Heat treatingand steel mill furnaces.
TA-W-11.273 , Graphics and various printed material

11.274 Coppercathodes.

11.275 Copperwire bars.

10-2-80 11,276, Copperfiliets.

9-17-80
9-29-80
9-30-80
10-2-80
9-24-80
9-29-80
9-29-80

10-1-80.
10-1.-801
10-1-80

11,277
11,278
11.279
11.280
11,281
11.282
11.283

KniLshirts.
Ladle bricks.
Sales of cars and trucks.
Carbon steel, pipes, tubing, wire
Dresses.
Trucks.
Root support bolts.

TA-W-11.284 Motorcycles and golfcarts.
TA-W- 1.285 Motorcycles and golfcarts.
TA-W-11.286 Ductile and gray Iron castings.

10-T.-80. TA-W-11,2871 Ductis and gray iron castings,

9:-26-80 TA-W-11.288 Lumber.
10-6-8 TA-W-11.289 Gaskets and seals.
10&-80, TA-W-11.290 Firearms,
10-2-80 TA-W-1 1.291 Fendbrs.
9-26-80 TA-W-11,292 Compressors.
10-5-80 TA-W-11,293 Personnel and payroll,
10-4-80 TA-W-11,294 Ladies handbags.
1-T-80, TA-W-11.295 Ladies blouses
10-1-80. TA-W-11296 Ladies blouses.
10-6-80 TA-W-1.1297 Manufacturing molded rubber p
10-3-80 TA-W-11298 Metal stamped and roll formed
10-3:-80 TA-W-11,299 Metal stamped and roll formed
10-5-80: TA-W-11,300 Repair molds in slag potm
10-3-80. TA-W-1 1,301 Prefabricated houses.
10-3-80' TA-W-11.302 Prefabricated houses.
10-3-80 TA-W-11.303 Prefabricated houses.
10-1-80, 'TA-W-.1,304 Men's dress shirts.

roducts.
components.
components.

10-1-80' TA-W-11,305 Men's dress shirts.
10-1-80- TA-W-11.306 Men's dress shirts.
10-1-80 TA-W-11.307 Men's dress shirts distribution center,

10-1-80. TA-W-11.308 M'n't dress shits
10-1.-80 TA-W-t.,309 Men't dress shirts,
7-2T-80 TA-W-11,310 Truck van earth movingseats.

10-3-80 TA-W-11.311 Clutches.'brakes, pulleys.
9-30-80 TA-W-11,312 Steering tie rods.

6-12-80 TA-W--1 1,313 Auto dealership.
10-7-80 TA-W-11.314 Men's dress shirts.

TA-W-1 1,250
TA-W-11.251
TA-W-1 1.252
TA-W-11.253
TA-W-1 1.254.
TA-W-11.255
TA-W-11.256
TA-W-11257
TA-W-11 ,258
TA-W-11,259'
TA-W-11.260
TA-W-1 1.261
TA-W-l 1.262
TA-W-1 1,263
TA-W-11.264.
TA-W-1 1.265
TA-W-1 1.26S
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Appendix--Co*nued

Pebboner Urionlworkes or Locabon Date Dek of Pebvon NO. A Wes produced
forner workers of- roceftd pebbln

Jor n Lgan Drmes (workers) - RAWhdelpN. Pa 10-3-80 10-1-80 TA-W-11115 SirS aid dra"S.
Kelly SprIgled Tire C n (URW) Fayeevfe KC . 10-9-1o 10-740 TA-W-11.316 Pusawqr caW *.
Kerine Corp. (workers) MoG, N .. .. 10-980 10-1410 TA.W-11.317 Copper proidct%
Valcraft Drv of Vaeron Corp. (workers) - East Tawas. Mhch i10-90 9-25-0 TA-W-1t.318 DW h gh Sped sled cbg lootsO

"[FR Docr 80-40 FIed 10-30-M OAS am]
BILLING CODE 4510-28-M

[TA-W-74741

Eltra Corp., Prestolite Wire Division,
Rose City, Mich.; Negative
Determination Regarding Application
for Reconsideration

By letter dated August 7, 1980 (copy
attached), two workers of the Prestolite
Wire Division requested administrative
reconsideration of the Department of
Labor's Negative Determination
Regarding Fligibility to Apply for
Worker Adjustment Assistance in the
case of former workers producing
automotive ignition were harnesses at
Eltra Corporation's Prestolite Wire
Division plant in Rose City, Michigan.
The determination was published in the
Federal Register on July 18,1980, (45 FR
48289).

Pursuant to 29 CFR 90.18(c),
reconsideration may be granted under
the following circumstances:

(1] If it appears on the basis of facts
not previously considered that the
determination complained of was
erroneous;

(2) If it appears that the determination
complained of was based on a nitake
in the determinaton of facts previously
considered; or

(3) If, in the opinion of the Certifying
Officer, a misinterpretation of facts or of
the law justifies reconsideration of the
decision.

The workers claim that (1] imports
and sales of vehicles contained a like
product, causing a substantial decrease
in orders from customers for ignition
wire assemblies manufactured at
Prestolite Wire Division; (2) that
workers in a company manufacturing a
similar product for the American
automotive industry were "approved"
adjustment assistance, while the subject
firms's workers were denied; and (3)
that the Department's investigation
revealed that during 1979 and 1980, the
Prestolite Wire Division's Rose City
plant produced wire assemblies for one
customer while the plant actually
supplied two customers.

The Department's review shows that
the workers of the-Prestolite Wire
Division plant in Rose City, Michigan
did not meet the "contributed
importantly" test of the Trade Act of
1974. First, with respect to the allegation

that increased imports of vehicles and
decreased sales of domestic vehicles
caused a substantial decrease in
customers' orders from Prestolite for
ignition wire harnesses, automobiles
cannot be considered to be like or
directly competitive with ignition wire
harnesses. Imports of ignition wire
harnesses must be considered in
determining import injury to workers
producing ignition wire harnesses at
Prestolite Wire Division.

Secondly, the applicants for
reconsideration allege that workers
employed at a firm which produced a
similar product were certified eligible to
apply for adjustment assistance while
workers at Prestolite were denied
adjustment assistance. The major
customer in both these investigations
was the same customer (an auto maker].
A review of the other case revealed that
the customer of that supplier firm did
indeed import some wire harnesses.
However, that oertification was based,
inpart, on increased import purchases
during the period unde investigation,
and those imports represented a
substantial proportion of the customer's
total purchases of that type of wire
harnesses. A further review of the
customer survey in the Prestolite Wire
Division investigation revealed that the
customer's purchases of wire harnesses,
either from domestic or foreign sources
were determined on the basis of part
numbers, and that the customer's
purchases of imported wire harnesses of
the type produced by Prestolite
represented less than one percent of its
purchases of that type of wire harness in
1979 and in the first three months of
1980. Thus, on the basis of that customer
survey, adjustment assistance for TA-
W-7474 was denied.

Thirdly, the workers allege the
Department's investigation revealed that
Prestolite produced for only one
customer when, in fact, the Company
produced wire harnesses for two
customers. The results of the
Department's customer survey indicated
that the one customer that was surveyed
represented 100 percent of Prestolite's
sales in 1979 and 95 percent of sales in
the January-February 1980 period.
Therefore, any import purchases of wire

harnesses from Prestolite by the second
customer would have been insignificant
for purposes of an adjustment
assistance determination.

Conclusion
After review of the application and

the investigative file. I conclude that
there has been no error or
misinterpretation of fact or
misinterpretation of the law which
would justify reconsideration of the
Department of Labor's prior decision.
The application is, therefore, denied.

Signed at Washington. D.C.. this 20th day
of October 1980.
Harry J. Gilman,
Super'isory lnternational Economis'. Of. Tce
of Foreign Econonc Research.
[FR Doc. lG.34o4 Filed 10-10-80. &43 i
BILLING CODE 4510-29-M

[TA-W-9562-63, 9566, 95691

General Motors Corp., Detroit, Mich.,
Certification Regarding Eligibility to
Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents the
results of an investigation regarding
certification of eligibility to apply for
worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance, each of the group eligibility
requirements of Section 222 of the Act
must be met. It is determined in this
case that all of the requirements have
been met.

The investigation was initiated on July
28,1980 in response to a petition which
was filed by the United Automobile.
Aerospace and Agricutural Implement
Workers of America on behalf of
workers at the component parts plants
of General Motors Corporation listed in
the appendix.

In order to determine if increased
imports contributed importantly to
production and employment declines at
General Motors Corporation component
parts plants, the Department sought to
determine the degree to which each
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facility was integrated into the
production of General Motors cars,
trucks, vans, and general utility vehicles
which have been subject to import
injury. Where substantial integration
was established the Department
considered imports of "like or directly
competitive" cars, trucks, vans and
general utility vehicles in determining
import injury to workers producing
component parts at the plants.

The Department has determined that
increased imports contributed
importantly to the decline in sales or
production and to total or partial
separations of workers at 19 of General
Motors Corporation's car and truck
assembly planti (TA-W6783, 6917, 6999-
7000, 7009, 7015-16, 7059, 7071, 7073-76,
7078-82 and 8613). Workers at these,
plants are engaged in production of one
or more of the following car or truck
lines: Mid-size, standard and luxury/
specialty cars, pick-up trucks, vans, and
general utility vehicles.

During the course of the investigation,
it was established that each of the
component parts plants listed in the
appendix produced a significant
proportion of its output for use in the
GM car and truck lines which have been
subject to import injury.

Because U.S. auto manufacturers
redesigned most of their automobiles
and/or introduced completely new
models from MY 1979 to MY 1981i the
composition and distinguishable
features of each market class of vehicles
has changed substantially. As a result,
the continuation of the recent impact of
impqrt competition that existed in MY
1979 and 1980 may not continue in MY
1981.

Conclusion

After careful review of the facts -
obtained in the investigation, I conclude
that increase of imports of articles like
or directly competitive with mid-size,
standard and luxury/specialty
automobiles, vans, utility vehicles and
pick-up trucks produced at final
assembly plants of General Motors
Corporation contributed importantly to
the decline in sales or production and to
the total or particl separation of workers
at the component parts plants listed in
the appendix. In accordance with the
provisions of the Act, I make the
following certification:

All workers of the component parts plants
of General Motors Corporation listed in the
appendix who became totally or partially
separated from employment on or after the
impact date listed in the appendix and before

November 15, 1980 are eligible to apply for
adjustment assistance under Section 223 of
the Trade Act of 1974.

Signed at Washington, D.C., this 22nd day
October 1980.
*James F. Taylor,
Director, Office of Maogement,'
Administration and Planning.

Appendix

Plant and location Impact date

TA-W-9562... Chevrolet Motor Jan. 1. 1980.
Divilion, Muncie,
Indiana.

TA-W-9563.. Fisher Body Division, Dec. 1, 1979.
Grand Rapids Plant
#1 Grand Rapids,
Michigan.

TA-W-9566. Hydra-Matic Division. Nov. 1, 1979.
Ypsilanti, Michigan.

TA-W-9569... Central Foundry . . Nov. 1. 1979.
Division. Massena,
New York.

I[FR Doc. 80-34025 Filed 10-30-80 8:45 am]
BILUNG CODE 4510-28-M

[TA-W-9564 and 9565]

General Motors Corp., Fisher Body
Division, Lordstown, Ohio; and New
.Departure-Hyatt Bearings Division,
Bristol, Conn.; Negative Determination
Regarding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 [19 U:S.C. 2273) the,
Department of Labor hereiu presents the
results of an investigation regarding
certification of eligibility to apply for
worker adjustment assistance.

In order to make an affirmative "
determination andc issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met.

(1) That a significant number or
proportion of the workers in the
workers' firm, or an appropriate
subdivision thereof, have become totally
or partially separated, or are threatened
to become totally or partially separated.'

(2) That sales or production, or both,
of the firm or subdivision have
decreaged absolutely.

(3) That increases of imports of
-articles like or directly competitive with
articles produced by the firm or
appropriate subdivision have
contributed importantly to the
separations, or threat thereof, and tothe
absolute decline in sales or production:-

The investigation was initiated on July
28, 1980 in response to a petition which
was filed by the United Automobile,
Aerospace and Agricultural Implement
Workers of America (U.A.W*) on behalf
of workers at the Lordstown, Ohio plant
of the Fisher Body Division and the

Bristol, Connecticut plant of the Now
Departure-Hyatt Bearings Division of
General Motors Corporation. Workers at
the Lordstown plant produce automotive
stampings. Workers at the Bristol plant
produce bearings and clutch parts.

The investigation revealed that
criterion (3) has not been met.

In order to determine if increased
imports contributed importantly to
production and employment declines at'
General Motors Corporation component
parts plants, the Department sought to
determine the degree to which each
facility was integrated into the
production of General Motors cars,
trucks, vans, and general utility vehicles
which have been subject to import
injury. Where substantial integration
was established the Department
considered imports of "like or directly
competitive" cars, trucks, vans and
general utility Vehicles in determining
import injury to workers producing
component parts at the various plants.

The value of production, adjusted for
inflation,increased at both plants in
model year (MY) 1979 compared with
MY 1978. Average employment also
increased at both plants in MY 1979
compared with MY 1978, Neither plant
was substantially integrated Into the
production of trade-impacted vehicles
during the first 10 months of MY 1980.

The predominant proportion of
production at the Lordstown plant
during the first 10 months of MY 1980
consisted of body stampings and
assemblies used in subcompact and
mid-size GM car lines which have not
been subject to import injury.
Employment indreased in the first 10
months of MY 1980 compared to the
same period of MY 1979.

At the Bristol plant, a substantial
proportion of plant output consist ed of
bearings which are sold to customers
unaffiliated With General Motors, The
value of these outside sales, adjusted for
inflation, increased in MY 1979
compared with MY 1978 and in the first
3 quarters of MY 1980 compared with
'the-same period in MY 1979.

Conclusion

After careful revieW, I determine that
all workers of the Lordstown, Ohio plant
of the Fisher Body Division (TA-W-
9564) and the Bristol, Connecticut plant
of the New Departure-Hyatt Beqrings
Division (TA-W-9565) of General
Motors Corporation are denied
eligibility to apply for adjustment
assistance under Section 223 of the
Trade Act-of 1974.

L
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Signed at Washington, D.C.. this 22d day of
October 1980.
James F. Taylor,
Director, Office of Management,
Administration and Planning.

IFR Doc- 80-34019 FlNed 10-30-W. &45 amI

BILUNG CODE 4510-28-M

General Tire & Rubber Co. et al.;
Determinations Regarding Eligibility
To Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents
summaries of determinations regarding
eligibility to apply for worker
adjustment assistance issued during the
period.

In order for an affirmative
determintion to be made and a
certification of eligibility to apply for
adjustment assistance to be issued, each
of the group eligibility requirements of
Section 22 of the Act must be met.

(1) That a significant number of
proportion of the workers in the
workers' firm, or an appropriate
subdivision thereof, have become totally
or partially separated.

(2) That sales or production, or both,
of the firm or subdivision have
decreased absolutely, and

(3) That increases of imports of
articles like or directly competitive with
articles produced by the firm or
appropriate subdivision have
contributed importantly to the
separations, or threat thereof, and to the
absolute decline in sales or production.

Negative Determinations

In each of the following cases it has
been concluded that at least one of the
above criteria has not been met

TA-W-7449, 7928, and 8639" General
Tire & Rubber Co., Waco, 7X, ML
Vernon, IL, and Mayfield, KY

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.

TA-W-7607; Sheller Globe Corp.,
Paramount Fabricating Co., Detroit, MI

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.

TA-W-7683; Goodyear Allospace Corp..
Akron, OIt

Investigation revealed that criterion
(3] has not been met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.

TA-W-7831; Dura Corp., Toledo, 011

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject firm indicated
that inceased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.

TA-W-0423; Modern Clothing Co., Inc.,
Hammonton, NJ

Investigation revealed that criterion
(3) has not been met. The investigation
revealed that sales by manufacturers for
which the subject firm produced under
contract did not decline.

TA-W-7654; Eltra Corp,, Prestolite Wire
Div., Port Huron, MI

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.

TA-W-7777; Quality Spring Products.
Div. of Kuhlman Corp., Coldwater MI

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.

TA-W-77t" Soley Aanufacturing Co..
Roseville, MI

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.

TA-W-800d Eaton Corp., Athens, AL

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the firm.

TI-IV-Sa: The Stanley IYorks.
Stanley Hydraulia Tools Div.,
Ailwaulee, OR

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject fim indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.

TA-151-8354 Reeves Brothers, lnc.,
Curon Div., Auburn. IN

Investigation revealed that criterion
(3) has not been met. U.S. imports of
polyurethane foam are negligible.

TA-W-8361: EstanAanufactuning Co..
Madison Heights All

Investigation revealed that criterion
(3) has not been met. U.S. Imports of oil
dipsticks are negligible.

TA-14--7815 and 8632-3& Aetna
Industries. In&, Centerline. AI

Investigation revealed that criterion
(3) has not beeri met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the firm.

TA-W -9525; Unit Parts Co., Oklahoma
City, OK

Investigation revealed that criterion
(3) has not been met. The worker's firm
does not produce an article as required
for certification under Section 223 of the
Trade Act of 1974.

TA-W-O,290; Platers Service, Inc.-
Englewood,OH

Investigation revealed that criterion
(3) has not been met. The workers' firm
does not produce an article as required
for certification under Section 223 of the
Trade Act of 1974.

TA-W-1O.61Z" Doran Advertising. Inc-
Cincinnati, OH

Investigation revealed that criterion
(3) has not been met. The workers' firm
does not produce an article as required
for certification under Section 223 of the *

Trade Act of 1974.

TA-ItW-7456 Cyclops Corp., Empire
Steel Div., Portsmouth, OH

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject fnm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.
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TA-W-7748; Toledo Stamping &

Manufacturing Co., Toledo, OH

Investigation revealed that criterion
(3) has not been met. A survey of
oustomers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.

TA-W-7834; Pivot Manufacturing Co.,
Detroit, MI

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the firm.
TA-W-7944; All Products Co., Farewell,
MI

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the firm indicated that
increased imports did not contribute
importantly to sales declines and
worker separations at the subject firm.

TA-W-8008; E,-CelI-O Corp., McCord-
Winn Div., Winchester, MA

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at "the subject
firm.

TA-W-8365; Dana Corp..Edgerton, WI

The'investigation revealed that
criterion (3) has not been met. U.S.
imports of truck axle assemblies are
negligible.

TA-W-9113; Western Electric Co., Inc.,
Indianapolis, IN

Investigation revealed that criterion
(3) has not been met. Production at the
Indianapolis plant increased in 1979 and
in the first seven months of 1980
compared to the first seven months of
i979.'-Layoffs at the plant in mid-1980
resulted when the expiected continued
increased in consumption of telephone
sets failed to materialize.

TA-W-9288; Schlegel Corp., Schlegel
Tennessee, Inc., Maryville, TN

The investigation revealed thdt
criterion (3) has not been met. U.S.
imports of-auto weather stripping are
negligible.

TA-W-10,545-Toledo Pickling & Steel
Service, Inc., Toledo, OH

Investigation revealed that criterion
(3) has not been met. The workers' firm
,does not produce an article as required

for certification under Section 223 of the
Trade Act of 1974.
TA-W-8270 Borg-Warner Corp.,
Sterling Heights; MI

Investigation re ,ealed that criterion
(3) has not been met. A survey of
customers of'the subject firm indicated
that increased imports did not
contribute importantly to sales declines

-and worker separations at the firm.

TA-W--8049; Russellville Sportswear,
Inc., Russellville, AL

Investigation revealed that criterion
(3) has not been met. Separations from
the subject firm resulted from a transfer
of production to other domestic
facilities.

TA-W--8861; Anthor Fasteners, Inc.,
Bedford Heights, OH

Investigation revealed that criterion
(3) has not been met. A survey of
customers of the subject firm indicated
that increased imports did not
contribute importantly to sales declines
and worker separations at the subject
firm.

TA-W-9729; Sterns Ferguson Co., Inc.,
Flat'Rocks, MI.

Investigation revealed that criterion
(3) has not been met. Separations from
the subject plant resulted from a
transfer of production by the company
to another domestic facility.

TA-W-O,572; Aero-Detroit, Inc,, Oak
Park, MI

Investigation revealed that criterion
(3) has not been met. The workers' firm
does not produce an article as 'equired
for certification under Section 223 of the
Trade Act of 1974.

Affirmative Determinations

TA-W-7852; Alphonse Knoedler Co.,
Inc., Lancaster, PA

A certification was issued covering all'
workers of the firm separated on or after
March 20, 1979.
TA-W--0749; International Shoe Co., St.
Louis, MO

A certification was issued applicable
to all workers at .the subject firm
separated on or after March 24, 1980.

I hereby certify that the
aforementioned determinations were
issued during the period October 20-24,
1980. Copies of these determinations are
available for inspection in Room S-5314,
U.S. Department of Labor, 200
Constitution Avenue, NW., Washington,
D.C. 20210 during normal working hours
or will be mailed to persons who write
to the above address.

Dated: October 27, 1980.
Marvin M. Fooks,
Director, Office of Trade Adjustnent
Assistance.
IFR Doc. 80-34015 Filed I0-30-80 ::45 ttl

BILLING CODE 4510-28-M

[TA-W-10-249]

Kay Industries, Inc., Detroit, Mich.;
Termination of Investigation
, Pursuant to Section 221 of the Trade

Act of 1974, an investigation was
initiated on August 18, 1980 In response
to a worker petition received on July 29,
1980 which was filed by the United Auto
Workers on behalf of workers and
former workers producing marine/
ordinance exhaust systems at Key
Industries, Incorporated, Detroit,
Michigan.

In a letter dated September 25, 1980,
the petitioner requested that the petition
be withdrawn. On the basis of this
withdrawal, continuing the investigation
would serve no purpose. Consequently,
the investigation has been terminated.

Signed at Washington, D.C., this 20th day'
of October 180.
Marvin M. Fooks,
Director, Office of Trade Adjustment
Assistance.
IFIR Doe. 80-34020 Filed 10-30-80 0:45 anal

BILLING CODE 4510-28-M

[TA-W-8076]

Mida Manufacturing, Inc., Philadelphia,
Pa.; Affirmative Determination
Regarding Application for
Rconslderation

On September 4, 1980, a worker
representative requested administrative
reconsideration of the Department of
Labor's Negative Determination
Regarding Eligibility to Apply for
Worker Adjustment Assistance for
workers and former workers of Mida.
Manufacturing, Incorporated,
Philadelphia, Pennsylvania. The
determination was published in the
Federal Register on August 8, 1080 (45
FR 52971).

The application for reconsideration
claimed that in its reference to criterion
(3), that imports of costume jewelry
decreased in value, the Department
overlooked the fact that while the value
of imports may have decreased, the
quantity of imports of costume jewelry-
due to much lower prices of these
items-increased. The applicant also
claims that while Mida designed and
created new lines of costume jewelry
which received groat consumer
acceptance, these lines were soon
duplicated by foreign manufacturers and'
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imported into this country and sold at
prices which were below Mida's cost of
producpion.

Conclusion
After review of the application, I

conclude that the applicant's claim is of
sufficient weight to justify
reconsideration of the Department of
Labor's prior decision. The application
is, therefore, granted.

Signed at Washington, D.C., this 22nd day
of October 1980.
James F. Taylor,
Director, Office of Management
Administration andPlanning.
IFR De. 80-340M1 Flied 10-30-ft &45 am)

BILLING CODE 4510-28-M

[TA-W-7513 and TA-W-79631

Louis Marx & Co. Girard, Pa., Glen
Dale, W. Va.; Negative Determination
Regarding Application for
Reconsideration

By letter dated September 15, 1980, the
Retail, Wholesale and Department Store
Union requested administrative
reconsideration of the Department of
Labor's Negative Determination
Regarding Eligibility to Apply for
Worker Adjustment Assistance in the
case of workers and former workers
producing children's toys at the Louis
Marx and Company plants in Girard,
Pennsylvania and Glen Dale, West
Virginia. The determination was
published in the Federal Register on
August 26, 1980 (45 FR 56953).

Pursuant to 29 CFR 90.18(c],
reconsideration may be granted under
the following circumstances:

(1] If it appears on the basis of facts
not previously considered that the
determination complained of was
erroneous;

(2) If it appears that the determination
complained of was based on a mistake
in the determination of facts previously
considered; or

(3) If in the opinion of the Certifying
Officer, a misinterpretation of the facts
or of the law justifies reconsideration of
the decision.

The union official applying for
reconsideration indicated that the
United States toy industry as a whole
has been losing out to imports, and that
a large number of toys produced by the
Louis Marx and Company went through
a drastic reduction in production
resulting in loss of jobs to the plants'
work force. The applicant also stated
that workers in another U.S. firm making
the same products as Louis Marx were

certified eligible to apply for adjustment
assistance. In addition, the applicant
asked that the long-term history of the
Company's operations be considered.

A review of the investigative file
shows that the Department's negative
determination was biased on the fact
that workers in the Louis Marx and
Company's plants in Girard,
Pennsylvania and Glen Dale, West
Virginia did not meet the "contributed
importantly" test of the Trade Act of
1974. Each case must be evaluated on its
own merits. The fact that another group
of workers was certified in early 1978
cannot affect the determination in this
case. The Department agrees that
imports of Miscellaneous Toys
increased both absolutely and relative
to domestic production from 1975
through 1979. However, the Department
disagrees with the applicant's claim that
the decline in production of a large
variety of toys produced at Louis Marx
was due importantly to increased import
competition, and, that if the
investigation had been conducted in an
earlier period, the workers would have
been eligible to apply for adjustment
assistance. The findings of the
investigation clearly show that sales,
production and employment increased
in 1978 compared to 1977 and increased
again in 1979 compared to 1978 in each
of the above mentioned plants which
included the qualifying periods to be
considered for eligibility for adjustment
assistance in this case, i.e. the period
beginning one year prior to the date of
the petition. Under the Act a
certification could not apply to any
layoffs occurring more than one year
prior to the petition date. Thus, given,
the facts of this case and the one-year
rule, eligibility ought not be be based on
a long time frame of the history of the
firm as suggested by the applicant.

Conclusion

After review of the application and
the investigative file, I conclude that
there has been no error or
misinterpretation of fact or
misinterpretation of the law which
would justify reconsideration of the
Department of Labor's prior decision.
The application is, therfore, denied.

Signed at Wasshington. D.C.. this 20th day
of October 1980.
Harry J. Gilman,
Supervisory lnternotional E&onomist Office
of Foreign Economic Researrh.

[FR Doe. 8044006 led 10-30-l 845 aml
BILUNG CODE 4510-.2"4

[TA-W-77391

N.I.D. Shake Co., Humptulips, Wash.;
Revised Determination on
Reconsideration

On September 3, 1980, the Department
made an Affirmative Determination
Regarding Application for
Reconsideration for workers and former
workers of the N.LD. Shake Company,
Humptulips. Washington. This
determination was published in the
Federal Register on July 7,1980 (45 FR
45740).

The application for recoisideration
claimed that the Department's customer
survey is in error because the N.LD.
Shake Company official saw imported
shingle shakes in the yard of her shingle
broker's customer. This customer did not
report any foreign purchases on the
Department's customer survey.

The Department's review indicated
that workers of the NJ.D. Shake
Company at Humptulips. Washington
were denied because they did not meet
the "contributed importantly" test of the
Trade Act of 1974. The denial was based
on a customer survey.

The Department found in its
reconsideration investigation of the
broker's customer that the customer
decreased its purchases from the broker
in 1979 and also decreased its purchases
of imports. However, that customer
continued to decrease its purchases of
cedar shakes from all domestic sources
in the first four months of 1980
compared to the same period in 1979,
and increased its import purchases
substantially in the first four months of
1980 compared to the same period in
1979.

Conclusion
After careful review of the facts

obtained on reconsideration, it is
concluded that increased imports of
cedar shakes contributed importantly to
the total or partial separation of workers
and former workers at the N.I.D. Shake
Company, Humptulips, Washington. In
accordance with the provisions of the
Trade Act of 1974, 1 make the following
revised determinatiom

All workers at the N.I.D. Shake Company,
Humptulips. Washington, who became totally
or partially separated from employment on or
after January 1.1980. are eligible to apply for
adjustment assistance under Title II. Chapter
2 of the Trade Act of 1974.

Signed at Washington. D.C.. this 22nd day
of October 1980.
James F. Taylor,
Director. Office of Management
,Administration andPlonning.
tM V OQ W-Mn I Fled -0-ft &-4 ami
BIIJ40 COOE 4510-25.-M
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ITA-W-9516]

Tiechon Industries, Inc., Troy, Mich.
Notice of Termination of Investigation
Pursuant to Section 221 of the Trade

Act of 1974, an investigation was
initiated on July 21, 1980 in response to a
petition received on July 9, 1980wMch
was filed by a company official on
behalf of workers at Tiechon Industries,
Inc., Troy, Michigan. The workers
machine castings.

The petitioning company official -"
requested in a.letter that the petition be
withdrawn. On the basis of this request,
continuing the investigation would serve
no purpose. Consequently, the
investigation has been terminated.

Signed at Washington, D.C. this 20th day of
October 1980.
Marvin M. Fooks,
Director, Office of Trade A djustment
Assistance.
IFR Dc.80-34014 Filed10-3--80a:45am
BILLNG CODE 4510-28-M

[TA-W-76131

Vail Knitting Mills, Ltd., Copaigue, N.Y.,
Negative Determination Regarding
Application For Reconsideration

By letter of September 16, 1980,
Marvin R. Morrison. Attorney At Law,
requested administative reconsideration
of the Department of Labor's Notice of
Determination Regarding-Eligibility to
Apply for Worker Adjustment
Assistance in the case of workers and
former wbrkers producing men's and
women's sweaters of Vail Knitting Mills,
Limited, Copaigue, New York. The
determination was published in the
Federal'Register on June 20, 1980 (45FR
41722)..

Pursuant to 29 CFR 90.18(c),
reconsideration may be granted under
the following circumstances:

(1) if it appears on the basis of facts
not previously considered that the
determination complained of was
erroneous;

(2) if it appears that the dqtermination
complained of was based on a mistake
in the determination of facts previously
considered; or

(3) if, in the opinion of the Certifying
Officer, a misinterpretation of facts or of
the law justifies reconsideration of the
decision.

The applicant for reconsideration
stated that the Department's findings
"that imports of men's and boyd a nd
women's knitted sweaters aid shirts
decreased absoliltely in 1979 compared
to 1978" was based solely upon Bureau-
of Labor Statistics. The applicant
believed that those data are incorrect.

Apl5licant further believes that contrary
to the Department's findings, customers
purchasing men's and women's sweaters

.did not decrease their reliance on
Joreign contractors or foreign sources.
Applicant further states that the
information, including customer survey

* responses should be made available for
scrutiny by the Petitioner because
failure to do so and/or take sworn
testimony is a procedural deprivation of
due process which amounts to a
substantive loss as well. The applicant
further alleges that workers employed
by another manufacturer of women's
sweaters were certified eligible to apply
for adjustment assistance.

A review of the investigative file
shows that U.S. imports of men's and
boys' sweaters decreased absolutely
and relative to domestic production in
1979 compared to 1978 and decreased
absolutely in the first six months of 1980
compared to the same peirod in 1979.
Men's andboys' sweaters represented
the major proportion of Vail's

* production. U.S. imports of women's,
misses' and children's sweaters
decreased both absolutely and relative
to domestic production in 1979
compared to 1978, but increased
absolutely in the first six months of 1980
compared to the same period in 1979.
The sources for these -data in terms of
imports are from the U.S. Department of
Commerce, US. fmports for '
Consumption, TSUSA Commodity By
Country, IM, Washington, D.C.

A furtherreview of the Department's
survey of Vail Knitting Mills customers
'(knit apparel manufacturers) revealed
that customers representing 100 percent
of Vail's sales in 1978, 1979, and 1980
increased their-purchases of men's -
sweaters from Vail while decreasing
their purchases of imports in 1979
compared to 1978. While these same
customers decreased their purchases
from Vail and other domestic sources in
the'first three months'of 1980 compared
to the same period in 1979, the percent
decrease in purchases of imported men's
sweaters was much geater during the
same period.

Two of the customers (manufacturers)
represented 95 percent of Vail's contract
w6rk for mens sweaters in 1978. A
secondary survey of those
manufacturers' customers was
conducted by the Department.
Purchases of men's foreign-made
sweaters by these customers fell by a
relatively greater amount than their
purchases of U.S.-made sweaters.

-The survey of Vail's customers of
women's sweaters represeriting 100
percent of sales indicated that contracts
with manufacturers increased by over
350 percent in 1979 6ver 1978 and that

no contract work for women's sweaters
was performed for any manufacturer in
the first quarter of :L979 or 1978 by Vail,
None of the manufacturers of women's
sweaters contracted off shore. A
primary importer of women's sweaters
whose imports increased in 1979
compared to 1978 and in the first quarter
of 1980 compared to the same peirod in
1979 contracted a small amount of work
to Vail in 1979 only, and this
represented less than one percent of
Vail's 1979 total sales. Since sales
increased for all manufacturers of
women's sweaters with whom Vail did
contract work, no secondary customer
survey was conducted.

With respect to the applicant's claim
that another company was certified
which produced articles similar to
Vail's, a review of that case revealed
that the firm produced sweaters and
many other articles of apparel for
women, and that customers of that
company representing a large percdnt of
its sales decline increased their
purchases of imports while reducing
purchases from the firm. Almost two-
thirds of Vail's production was sweaters
'for men. The balance consisted of
sweaters for women. The customer
sturvey in that case did support a
certification.

Conclusion

Afterreview of the application and
the investigative file, I conclude that
there has been no error or
misinterpretation of facts or
misinterpretation of the law which
would jtstify reconsideration of the
Department of Labor's prior decision.
The application is, therefore, denied,

Signed atWtshington. D.C., this 21st day
of October"1980.
James F. Taylor,
Director, Office of Management
Administration ondPlaiiing.
jFR Do. 80-34010 Filed 10-30-80:843 aml

BILLING CODE 4510-28-M

[TA-W-8837, 8837A, B, C, 8838, 88391

Zimco Industries, New York, N.Y. and
Roanoke, Va.; Royalad Manufacturing
Co., Peekskill, N.Y.; Southeastern
Garment Co., Clinton, N.C.; Marbert
Manufacturing Co., Bridgeport, Conn.;
Romar Manufacturing Co., South
Norwalk, Conn.; Certification
Regarding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 (19 USC 2273) the
Department of Labor herein presents the
results of an investigation regarding
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certification of eligibility to apply for
worker adjustment assistance.

The investigation was initiated on
June 16, 1980 in response to a petition
which was filed on behalf of workers at
Zimco Industries Incorporated, New
York, New York; Romar Manufacturing
Company, South Norwalk, Connecticut;
and Marbert Manufacturing Company,
Bridgeport, Connecticut. The workers
produced men's and boys' suits.
trousers, jackets, rainwear and
outerwear.

The investigation was subsequently
expanded to include Zimco's Roanoke,
Virginia warehouse and other
manufacturing facilities, Royalad
Manufacturing Company, Peekskill, New
York; and Southeastern Garment
Company, Clinton, North Carolina.

U.S. imports of men's and boys'
tailored dress coats and sportcoats
increased both absolutely and relative
to domestic production from 1977 to
1978. Imports of men's and boys'
tailored suits increased relatively in
1979 compared to the 1975-1978 average.
Imports of men's and boys' dress and
sport trousers and shorts increased
absolutely and relatively in 1978
compared to 1977.

Imports of men's and boys' outercoats
and jackets increased relatively in 1978
compared to 1977. Imports men's and
boys' woven and knit water repellent
rainwear increased both absolutely and
relatively to domestic production in 1978
compard to 1977.

Zimco Industries and its
manufacturing facilities were certified
eligible for Firm Trade Adjustment
Assistance by the Commerce
Department in August, 1979.

The Department of Commerce
surveyed customers of Zimco Industries,
Incorporated in 1979. Surveyed
customers representing a significant
portion of sales declines decreased
purchases of men's and boys' suits,
trousers, jackets, rainwear and
outerwear from Zimco Industries and
increased imports from 1977 to 1978.

The Departrment of Labor surveyed
customers of Zimco Industries, updating
the Department of Commerce's survey.
Some customers responding to the
survey decreased purchases from Zimco
Industries and increased imports from
1978 to 1979.

Royalad, Southeastern, Marbert, aid
Romar were closed at the end of 1979.
Zimco Industries is currently involved in
bankruptcy proceedings. Southeastern
was reopened in February 1980. There
are no plans to reopen Royalad,
Marbert. or Romar.

Conclusion

After careful review of the facts
obtained in the investigation, I conclude
that increases of imports of articles like.
or directly competitive with men's and
boys' suits, trousers, jackets, rainwear
and outerwear produced at Zimco
Industries, Inc.. New York, New York
and Roanoke, Virginia; Royalad
Manufacturing Company, Peekskill, New
York; Southeastern Garment Company.
Clinton, North Carolina; Romar
Manufacturing Company, South
Norwalk, Connecticut; and Marbert
Manufacturing Company, Bridgeport,
Connecticut, contributed importantly to
the decline in sales or production and to
the total or partial separation of workers
of that firm. In accordance with the
provisions of the Act, I make the
following certification:

All workers of Zimco Industries
Incorporated, New York, New York and
Roanoke, Virginia; Royalad Manufacturing
Company. Peekskill. New York: Southeastern
Garment Company. Clinton. North Carolina:
Marbert Manufacturing Company. Bridgeport.
Connecticut. and Romar Manufacturing
Company. South Norwalk. Connecticut who
became totally or partially separated from
employment on or after May 27,1979 and
before February 1.1980 are eligible to apply
for adjustment assistance under Section 22
of the Trade Act of 1974.

Signed at Washington. D.C. this 22th day of
October 1980.
James F. Taylor,
Director, Office of Management
AdminisLrtion and Planning.
IRR Dme 804M07 FlIod $6-80-t 246im
011. CODE 4514-6M

NATIONAL CREDIT UNION
ADMINISTRATION

Summary of Statutory Enforcement
Actions

AGENCY: National Credit Union
Administration.
ACTION: Disclosure of statutory
enforcement actions. January 1, 1980-
June 30, 1980.

SUMMARY: National Credit Union
Administration has prepared a written
summary of all statutory enforcement
actions which have taken place between
January 1, 1980 and June 30.1980. This
action is taken pursuant to a Joint
Statement of Policy on Disclosure of
Statutory Enforcement Actions of the
Federal Financial Institutions
Examination Council dated January 291
1980 (45 FR 6648). The summary is
available to members of the public upon
request.

FOR FURTHdR INFORMATION CONTACT.

Robert Fenner, Assistant General
Counsel. Office of the General Counsel.
National Credit Union Administration,
1776 G Street, NW., Washington, D.C.
200458. Telephone: (202) 357-1030.
SUPPLEMENTARY INFORMATION: On
January 29, 1980 the National Credit
Union Administration, in conjunction
with the other members of the Federal
Financial Institutions Examination
Council (the "Agencies"), issued a
Statement of Policy of Disclosure of
Statutory Enforcement Actions. The
Statement defined circumstances in
which each agency would disclose to
the public information concerning
statutory enforcement proceedings
brought against regulated institutions or
other persons subject to the Agencies'
enforcement authority. The policy
statement applies to proceedings
commenced by written notice, to formal
supervisory written agreements entered
into pursuant to statute, and to
proceedings which, though not
commenced by a written notice, result in
a final agency order.

The Agencies recognized that it was
in the public interest to make known the
substantive standards used in taking
statutory enforcement actions. At the
same time, concern was expressed for
the need to preserve the confidentiality
of information where disclosure might
infringe upon the right of privacy, or
impair the soundness of a financial
institution or the ability of the Agencies
to examine the institution efficiently and
effectively. Both elements of the public
interest have long been recognized and
protected by Congress, the Agencies,
and the courts.

In order to reconcile and implement
these policies, the Agencies determined
that. effective January 1. 1980, each
Agency woud prepare, at least on a
semi-annual basis, a written summary of
every final cease and desist, suspension,
renioval. civil money penalty, and
insurance termination order as well as
every formal supervisory written
agreement issued pursuant to statute
after that date. Each summary would
describe the essential facts pertinent to
agency action in the case and would set
forth, in detail, the action taken by the
reporting Agency. Names of financial
institutions, of other respondents, and of
any other persons involved in the
matter, and. to the extent feasible,
consistent with the objective that a
summary contain essential facts, any
information that might lead to
identification of any persons or
companies, would not be disclosed in
any summary. All summaries prepared.
pursuant to this Joint Statement of
Policy would be made available by the

i
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Agencies to members of the public upon.
rbquest.

Pursuant to the Statement, the
National Credit UnionAdministration
has prepared a summary of all statutory
enforcement actions which have taken
place between January 1, 1980 and June
30, 1980. Copies of the summary may be
obtained by writing to Mr. Robert,
Fenner at the above address.

Dated: October 22, 1680.
Lawrence Connell,
Chairnion, National Credit Union
Adhhidstration Board.,

[FIt Doec. O0-33031.Filed 10-30-t0: 8.45 nml

BILLING CODE 7535-01-M

NUCLEAR REGULATORY
COMMISSION

Advisory Committee on Reactor,
Safeguards, Subcommittee on
Babcock and Wilcox Water Reactors;
Meeting

The ACRS Subcommittee on Babcock
and Wilcox Water Reactors will hold a
meeting on Wednesday, November 12,
1980, starting at 8:30 a.m. in Room 1048,
1717 H St., NW., Washington, DC. This
meeting has been rescheduled from
October 30-31,1980, and all items
rejmain the same as published in the
Federal Register on October 16 (45 FR
68817).

Additional information reg4rding this
meeting may be obtained by a prepaid
telephone call to the DesignatedFederal
Employee, Mr. John C. McKinley,
(telephone 303/634-3265) between 8:15
a.m. and 5:00 p.m. EST.'

Dated: October 28, 1980.
John C. Hoyle,
Advisory Committee.Management Officer.
Wt. Doe. 8D-33890 Filed ao 3&10: 8:45 am)

BILLING CODE 7590-01-M

Advisory Committee on Reactor
Safeguards, Subcommittee on the
General Electric Test Reactor; Meeting
Time Change

The meeting time for the ACRS
Subcommittee 6n The General Electric
Test Reactor has been changed to 1:00
p.m., Tuesday, November 4, 19p0
(instead of 8:30 a.m., Tuesday,
November 4, 1980).

All other items regarding this meeting
remain the same as stated in'the Federal
Register notice published Monday.,
October20, 1980 (45 FR 69320).

Dated: October 28. 1980.
John C. Hoyle,
Advisory Committee Management Officer.
IFR Doec. 80-33891 Filed 10-30-80:8:45 ami.
BILLING CODE 7590-01--M

Applications for Licenses to Export/
Import Nuclear Facilities or Materials

Pursuant to 10 CFR 110.70(b) "Public

Notice of Receipt of an Application",
please take notice that the Nuclear
Regulatory Commission has received thu
following application(s) for export/
import licenses. A copy of each
application is on file in the Nuclear
Regulatory.Commission's Public
Document Room located at 1717 H St.,
N.W., Washington, D.C.

A request for a hearing or a petition
for leave to intervene may be filed on or
before December 1, 1980, Any request
for hearing or petition for leave to
intervene shall be served by the
requester or petitioner upon the
applicant, the Executive Legal Director,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555, the Secretary,
U.S. Nuclear Regulatory Commission
and the Executive Secretary,
Department of State, Washington, D.C.
20520.

In its xeview of applications for
license to export production or
utilization facilities, special nuclear
material or source material, noticed
herein, the Commission does not
evaluate the health, safety or
environmental effects In the.recipient
nation of the facility or mateial tfo be
exported.

Dated this day October 27, 1980, at
Bethesda. Maryland.

For the Nuclear Regulatory Commission.
James R. Shea,
Director, Office of International Prograns.

Name or applicant, date of application Material In kilograms Country of
date received, and application number Material type,. End use destination

Total element Total Isotope

Nissho-lwal, 10/06180,1 0/08/80, XMAT0I44............ .................. 1,000 Kgs Heavy Water as .......... Japan.
modprator in FUGEN Reactor.

Transnuclear, 10/01/80. 10/02/80. ISNM80013_....... 88.1% enriched uranium_.... 1.591 1.402 Return of material from From Canada.
XSNMO1345 not accepted by
Ontario Hydro.

Transnuclear. 10/01/80, 10/02/80. XSNM01744...... ......... 3.35% enriched uranium ....... 15,90).000 533.033 Reload fuel for Stado Reactor... West Germany
Transnucear. 10/01/80, 10/02/80, XSNM01345 (01) ................. 93.3% enriched uraniurm.... - Add'l 1.60 Add'I 1.49 Fuel for Bruce Generating' Canada.

Stations.
Transnuclear. 100 80. 10/06/80. XSNM01745....... 3.4% enriched uranium.. 10.794 367 Reload fuel for Doel 2B................. elgium,
Exion Nuclear. 10/02/80. 10/06/80.XSNM0I746 _............ 2.95% enriched uranium...... 9.000 225 Storage and eveditual sale to a West Germany

utility for power reactor fuel
needs.

Exxon Nuclear. 10/02180.10/08/80. XSIIM01747 _............. 2.95% enriched uranium_.......... 2,670 76 Fuel for KAHLReactor.- West Germany.
Exxon Nuclear. 10/02/80, 10/06/80. XSNM01748 .......... 2.85% enriched uranium ..... 15.350 370 Fuel for Gunremningen 8 or C West Germany

Reactor.
U.S. Department of Energy. 09/26180. 10/07/80. XSNMO1749 ......... 19.77% enriched uranium._ 37.200 7.354 Fuel for TRIGA research reactor RomanLa.

PitestL.

Westinghouse, 10/08/80, 10/14/80. XSNMI01750.. ... ... ....... .... 3.6% enriched uranium ...... 305.283 9.464 Initial cores, three reloads each South Korea.
and 4 spare assemblies for
KNU-7 & 8.

Edlow International, 10/15/80. 10/17780. XSNM01752............... 3.55% enriched uranium..... - 19.86.5 695 Routine reload Forsmark Unit I1... Sweden.......

[FR Doc. 80-3398O Filed 10-30-80 8:45 aml

BILLING CODE 7590-01-M

[Docket No. 50-261]
Carolina Power & Light Co.; Issuance.
of Amendment to Facility Operating
License

The U.S. Nuclear Regulatory
Commission (the'Commission) fias

issued Amendment No. 51 to Facility
Operating License No. DPR-23 issued to
Carolina Power and Light Company (the
licensee), which revised the license for
operation of the H. B. Robinbon Stream
Electric Plant, Unit No. 2 (the facility),
located in the Darlington County, South
-Carolina. The amendment is effective as
of the date of issuance.

The amendment modifies License No,
DPR-23 to include a requirement to
maintain a Safeguards Contingency Plan
to be fully implemented in accordance
with 10 CFR 73.40(b), within 30 days of
this approval by the Commission.

Federal Register / Vol. 45, No. 213 / Friday, October 31, 1980 / Notices72368
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The application for the amendment
complies with the standards and
requirements of the Atomic Energy Act
of 1S4. as amended the Act). and the
Commission's rules and regultions. The
Commission has made appropriate
findings as required by the Act and the
Commission's rules and regulations in 10
CFR Chapter L which are set forth in the
license amendment. Prier public notice
of this amendment was not required
since this amendment does not involve a
significant hazards consideration.

The Commission has determined that
the issuance of this amendment will not
result in any significant environmental
impact and that pursuant to 10 CFR
51.5(d)KI m environmental impact
statement or negative declaration and
environmental impact appraisal need
not be prepared in connection with
issuance of this amendment.

The licensee's filing dated August 1.
1980 is beinrg witfheld from public
disclosure pursuant to 0 CFR 2.790(d).
The withheld information is subject to
disclosue in a, mrlaace with the
provisions of 10, CFR 9,12-

For further details with respect to this
action, see (1) Amendment No. 51 to
License No. DPR-23. and (2) the
Commission's related letter dated
October 6, 80. Both of these items are
available for public inspection at the
Commissionis Public Document Room.
1717 H Street, NW.. Washington. D.C.
and at the Hartsvile Memorial Library,
Home and Fifth Avenues. Hartsville.
South Carolina 2955. A copy of these
items may be obtained upon request
addressed to the U.S. Nuclear
Regulatory Commission, Washington,
D.C. 20555. Attentiom Director. Division
of Licensing.

Dated at Belhesda. Maryland. this 6th day
of October 19.

For the Nuclear Regul-atory Commission.
Steven A. Varga.
Chief, Operating Reactors Branch Xt r
Division of Licensig.
IFR Docr BD-n3 Filed 1-30-a1 8.45 .,n4

BILUNG CODE 7590-01-M

[Docket No. 50-2611

Carolina Power and Light Co.;
Issuance of Amendment to Facility
Operating License

The US. Nuclear Regulatory
Commission (the Commission) has
issued Amendment No. 50 to Facility
Operatng No. DPR-23, issued to

Carolina Power and Light Company.
which revised the license and Technical
Specifications for operation of the H. B.
Robinson Unit No.2 (the facility)
located in Darlington County. South
Carolina. The amendment is effective as
of the date of issuance.

This amendment changes the license
to provide for standard provisions for
special nuclear, source and byproduct
materials, and adds a Technical
Specification for the testing and
surveillance of sources.

The application for the amendment
complies with the standards and
requirements of the Atomic Energy Act
of 1954, as amended (the Act) and the
Commission's rules and regulations. The
Commission has made appropriate
findings as required by the Act and the
Commission's rules and regulations in 10
CFR Chapter 1. which are set forth in the
license amendment. Prior public notice
of this amendment was not required
since the amendment does not involve a
significant hazards consideration.

The Commission has determied that
the issuance of this amendment will not
result in any significant environmental
impact and that pursuant to 10 CFR
51.5(d)(4) an environmental impact
statement, or negative declaration and
environmental impact appraisal need
not be prepared in connection with the
issuance of this amendment.

For further details with respect to this
action, see (1) the application
amendment dated December 18. 1974, as
supplemented Setember 20.1979 and
July 14, 980. (2) Amendment No. 50 to
License No. DPR-23, and (3) the
Commission's related Safety Evaluation.
All of these items are available for
public inspection at the Commission's
Public Document Room. 1717 H Street.
N.W.. Washington. D.C. and at the
Hartsville Memorial Library. Home and
Fifth Avenues. Hartsville. South
Carolina 29550. A copy of items (2) and
(3) may be obtained upon request
addressed to the U.S. Nuclear
Regulatory Commission. Washington.
D.C. 20555. Attention: Director. Division
of Licensing.

Dated at Belhesda. Mar3 kind. this 301h da%
of September. 1980.

For the Regulatory Comnissin.
Steven A. Varga.
Chief. Operating fleacltrs Branh =L
Di -ision of Licensing,

BILUNG CODE 7590-01-M

[Docket No. 50-2561

Consumers Power Co.; Issuance of
Amendment to Provisional Operating
License

The U.S. Nuclear Regulator- --

Commission (the Commission) has
issued Amendment No. 62 to Provisional
Operating License No. DPR-20. issued to
Consumers Power Company (the
licensee) which revised the Technical
Specifications for operation of the
Palisades Plant (the facility] located in
VanBuren County. Michigan. The
amendment is effective as of its date of
issuance.

The amendment revises the limiting
condition for operation for the autiliary
feedwater system.

The application complies with the
standards and requirements of the
Atomic Energy Act of 1954. as amended
(the Act). and the Commission's rules
and regulations. The Commission has
made appropriate findings as required
by the Act and the Commission's rules
and regulations in 10 CFR Chapter L
which are set forth in the license
amendment. Prior public notice of this
amendment was not required since the
amendment does not involve a
significant hazards consideration.

The Commission has determined that
the issuance of this amendment will not
result in any significant environmental
impact and that pursuant to 10 CFR
51.5(d)(4) an environmental impact
statement or negative declaration and
environmental impact appraisal need
not be prepared in connection with
issuance of this amendment.

For further details with respect to this
action, see (1) the application for
amendment dated July 31.1979. (2)
Amendment No. 62 to License No. DPR-
20 and (3) the Commission's related
Safety Evaluation. All of these items are
available for public inspection at the
Commission's Public Document Room.
1717 H Street. N.W.. Washington. D.C.
20555 and at the Kalamazoo Public
Library. 315 South Rose Street.
Kalamazoo. Michigan 49000. A copy of
items (2) and (3] may be obtained upon
request addressed to the U.S. Nuclear
Regulatory Commission. Washington.
D.C. 20555. Attention: Director. Division
of Licensing.

Dated at Bethesda. Mar, land this 20(h day
of October. 1980.
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For the Nuclear Regulatory Commission.'
Dennis M. Crutchfield,
Chief, Operating Reactors Brdnch #5,
Division of Licensing.
IlFR Doc. B0-33895 Filed 10-30-8 8:45 iiml

BILLING CODE 7590-01-M

[Docket Nos. 50-282-OLA and 50-306-
OLA]

Northern States Power Co. (Prairie
Island Nuclear-Generating Plant, Unit
Nos. 1 and 2); Order dismissing
Proceeding -

October 24,1980.\

On March 12, 1980. the Nuclear
Regulatory Commission published in the
Federal Register a notice of proposed
issuance of amendment to facility
operating license (45 FR 16056-57) in
connection with the application of
Northern States Power Company.
(Licensee) to expand the storage
capacity of the spent fuel pools at its
Prarie Island Nuclear Generating Plant.
In response to that notice, the State-of
Minnesota, by its Minnesota Pollution
Control Agency and by its Attorney,
General (the Petitioner), filed a Request
for Hearing and Petition for Leave to
Intervene dated April 9, 1980. On April
24, 1980, the Petitioner filed a
supplement to its Petition for Leave to
Intervene setting forth three contentions
on which a hearing was requested and.
on July 21, 1980, submitted its Amended
Contentions 1 and 2 and Withdrawal of
Contention 3.

At a prehearing conference held
pursuant to Licensing Board order on
August 6, 1980, in St. Paul, Minnesota,
counsel for the parties and the Petitioner
advised the Board that Petitioner,
Licensee and the NRC Staff had reached
an agreement which called for the
withdrawal by the Petitioner of its
remaining contentions, the withdrawal
of its Request for Hearing and Petition
for Leave to Intervene, the termination
of this proceeding, and the inclusion of
certain language in the license
amendment should the NRC authorize
its issuance. The Board was further
advised that the agreement was subject
to approval by the Minnesota Pollution
Control Agency and by the, Attorney
General of the State of Minnesota and
that such agreement was contingent
upon termination of this proceeding by
the licensing Board.

In a joint motion filed on September'
24, 1980, Licensee, Staff and Petitioner
have informed the Board that the
Minnesota Pollution Control Agency and
the Attorney General have approved'the
agreement and moved the Board (1) to
approve Petitioner's withdrawal of its
Contentions 1 and 2 and withdrawal of

its "Request for Hearing and Petition for
'Leave to Intervene", dated April 9, 1980,
as supplemented by its "Supplement to
Its Petition to Intervene" dated April 24,
1980, and amended by its filing dated
July 21, 1980; and (2] to eriter an order

.terminating.this proceeding.
Petitioner's request for leave to

withdraw its Petition for Leave to
Intervene is pursuant to the Stipulation
which has been duly executed by
Licensee, Staff and Petitioner and filed
as an appendix to the pending joint
motion. While we do not expressly pass
upon the terms of the Stipulation, we
observe thaf it appetirs to meet
Petitioner's basic concerns as set forth
in its Petition for Leave .to Intervene. We
note further, that aside from the general
policy of administrative law favoring
harmonious settlement of contested
issues, the provisions of 10 CFR 2.759 of
the Commission's Rules of Practice
specifically encourage the fair and
reasonable settlement of outstanding.
issues in licensing proceedings.
Accordingly, in light of the docketed
Stipulation, the Board hereby grants the
request by Petitioner for leave to
withdraw its Petition for Leave to
Intervene and its Contentions 1'and 2.
Therefore, the Board accepts the
withdrawal of the Petitioner in this
proceeding.

In view of the withdrawal of the
-Petitioner, there are no longer any
matters in controversy in this
proceeding, and, consequently, there is
no issue to be heard by the Board.
Dismissal of this proceeding is
,consistent with the Commission's
regulations which do not comtemplate a
hearing on an application for an .
operating license, or an amendment
thereto, in the absence of any matters in
controversy, 10 CFR-§§ 2.104, 2.105,
50.58(b), and 50.91 and with the general
powers of the presiding officer in
§ 2.718. Therefore, the joint motion to
terminate the proceedfng will be granted
and the proceeding before this Board
will be dismissed. -

Accordingly, it is ordered, that the
proceeding before this Board, noticed in
the Commission's "Proposed Issiiance of
Amendment to Facility Operating
License" dated March 12, 1980, be, and it
hereby is, dismissed.

Dr. David L. Hetrick -and Dr. Quentin
J. Stober, members of this Board, join in
this Order.

Dated at Bethesda, Maryland, this 24th day
of'October. 1980.

For the Atomic Safety and Licensing Board.
Robert M. Lazo, Chairman.
IF1R I)c. 80-33894 Filed 10-30-80; 8:45 ni

BILLING CODE 7590-01-M

[Docket No. 50-2451

Connecticut light & Power Co., the
Hartford Electric Light Co., Western
Massachusetts Electric Co., and
Northeast Nuclear Energy Co.;
Issuance of Amendment to Provisional
Operating License

The U.S. Nuclear Regulatory
Commission (the Commission) has
issued Amendment No. 69 to Provisional
Operating License No. DPR-21, issued to
Northeast Nuclear Energy Company,
The Hartford Electric Light Company,
Western Massachusetts Electric
Company, and Connecticut Light and
Power Company (the licensees), which
revised the Technical Specifications for
operation of the Millstone Nuclear

* Power Station, Unit No. 1 (the facility)
located in Waterford, Connecticut. The
amendment is effective as of its date of
issuance.

The amendment revises the Technical
Specifications to allow the count rate on
the Source Range Monitor (SRM)
channels to go below three (3) counts
per second under certain circumstances,

The application for amendment
complies with the standards and
requirements of the Atomic Energy Act
of 1954, as amended (the Act), and the
Commission's rules and regulations.Tho
Commission has made appropriate
findings as required by the Act and the
Commission's rules and regulations In 10
CFR Cbapter I, which are set forth in the
license amendment, Prior public notice
of this action was not required sinoce the
amendment does not involve a -
significant hazards consideration.

*The Commission has determined that
the issuance of this amendment will not
result in any significant environmenti
impact and that pursuant to 10 CFR
51.5(d)(4) an environmental impact
statement or negative declaration and
envirgnmental impact appraisal need
not be prepared in connection with
issuance of this amendment.

For further details with respect to this
action, see (1) the application for
amendment dated September 4, 1980,
and supplement thereto dated
September 24, 1980, (2) Amendment No,
69 to License No. DPR-21, and (3) the
Commission's related Safety Evaluation.
All of these'items are available for
public inspection at the Commission's
Public Document Room, 1717 H Street,
NW., Washington, D.C. 20555 and at the
Waterford Public Library, Rope Ferry
Road; Route 156, Waterford, Connecticul
06385. A copy-of items (2) and (3) may
be obtained upon request addressed to
the U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555,
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Attention: Director, Division of
Licensing.

Dated at Bethesda. Md.. this 9th dal of
October 1980.

For the Nuclear Regulatory Commission.
Dennis M Crutchield,
Chieff Operating Reactors Branch -5.
Division-of Opemaiiag Reactors.
JFR Doc_ W-8W Nled 10-30- &4% wl

BILLING CODE 7590-04-M

[Docket. No. 50-3341

Duquesne Light Co., Ohio Edison Co.,
and Pennsylvania Power Co.; Issuance
of Amendment To Facility Operating
License

The U.S. Nuclear Rdegulatory
Commission (the Commission) has
issued Amendment No. 34 to Facility
Operating License No. DPR-66 issued to
Duquesne Light Company, Ohio Edison
Company, and Pennsylvania Power
Company (the licensees), which revised
Technical Specifications for'operation of
the Beaver Valey Power Station, Unit
No. 1 (the facility) located in Beaver
County, Pennsylvania. The amendment
is effective as of the date of issuance.

The amendment revises Table 3.7-4 of
Radiological Technical Specification
3.7.8.12 by removing nine hydraulic
snubbers from his st.

The application for the amendment
complies with the slandards and
requirements of the Atomic Energy Act
of 1954, as amended the Act), and the
CommissionRs rules and regulations. The
Commission has made appropriate
findings as required by the Act and the
Commission's rules and regulations in 10
CFR Chapter I, which are set forth in the
license amendment. Prior public notice
of this amendment was not required
since this amendment does not involve a
significant hazards consideration.

The Commission hes determined that
the issuance of this amendment will not
result in any significant environmental
impact and that pursuant to 10 CFR
51.5(d)f4) an environmental impact
statement or negative declaration and
environmental impact appraisal need
not be prepared in connection with
issuance of this amendment.

For further details with respect to this
action, see (1) the application for
amendment dated October 17, 1980. (2)
Amendment No. 34 to License No.
DPR-66 and (3] the Commission's
related Safety Evaluation. All of these
items are available for public inspection
at the Commission's Public Document
Room 1717 H Street, N.W., Washington.
D.C. and at the B. F. Jones Memorial
Library, 663 Franklin Avenue, Aliquippa,
Pennsylvania 15001. A copy of items (2)

and (3) may be obtained upon
addressed to the U.S. Nuclear
Regulatory Commission, Wash
D.C. 20555. Attention: Director,
of Licensing.

Dated at Betlhesda, Md. this 20th
October 1980.

For The Nuclear Regulatory Con
Steven A. Varga,
Chie. OpearLing Reactors Bruu h'
Division of Licensing.

IFRING C-ne 7S9a-01,..M
BILLING CODE 7590-01-M

[Docket No. 50-3341

Duquesne Light Co., Ohio Edison Co.,
and Pennsylvania Power Co4 Issuance
of Amendment to Facility Operating
License

The U.S. Nuclear Regulatory
Commission (the Commission) has
issued Amendment No. 33 to Facility
Operating License No. DPR-66 issued to
Duquesne Light Company. Ohio Edison
Company, and Pennsylvania Power
Company (the licensees), which revised
Technical Specifications for operation of
the Beaver Valley Power Station, Unit
No. 1 (the facility) located in Beaver
County. Pennsylvania. The amendment
is effective as of the date of issuance.

The amendment revises the
Radiological Technical Specifications
related to the response time required for
isolation of the control room ventilation
system and for isolation of certain
containment penetrations.

The application for the amendment
complies with the standards and
requirements of the Atomic Energy Act
of 1954, as amended (the Act), and the
Commission's rules and regulations. The
Commission has made appropriate
findings as required by the Act and the
Commission's rules and regulations in 10
CFR Chapter 1, which are set forth in the
license amendment. Prior public notice
of this amendment was not required
since this amendment does not involve a
significant hazards consideration

The Commission has determined that
the issuance of this amendment will not
result in any significant environmental
impact and that pursuant to 10 CFR
51.5(d)(4) an environmental impact
statement or negative declaration and
environmental impact appraisal need
not be prepared in connection with
issuance of this amendment.

For further details with respect to this
action, see (1) the application for
amendment dated September 30,1980,
(2) Amendment No. 33 to License No.
DPI3-66 and (3] the Commission's
related Safety Evaluation. All of these
items are available for public inspection

request at the Commission's Public Document
Room. 1717 H Street. N.W.. Washington.

.ngton. D.C. and at the B. F. Jones Memorial
* Division Library, 663 Franklin Avenue, Aliquippa.

Pennsylvania 15001. A copy of items (2)

day of and (3] may be obtained upon request
addressed to the U.S. Nuclear

mission- Regulatory Commission. Washington.
D.C. 20555. Attention: Director, Division

, L of Licensing.
Dated at Bethesda. Md.. this 15th day of

October 1980.
For the Nuclear Regulatory ComnmLsson.

Steven A. Varga.
,,rh" .r nfn P -'0 . - ,r. .. 1

Division ofLicensing.
[FR thic. SO-aiMr~ed1o-3o-W. &4Gaxx
BLN COOE 759t-M

[Docket No. 50-466 CP]

Houston Lighting & Power Co- (Aliens
Creek Nuclear Generating Station, Unit
1); Order Scheduling Second
Prehearing Conference

October 27,190.
Pursuant to 10 CFR 2.752(a) and in

accord with the Memorandum and
Order of October 3,1980, on December
2.1980, and continuing through
December 3.1980, if necessary, a second
prehearing conference will be held at
the following location: Holiday Inn.
Medical Center. 6701 South Main Street.
Houston. Texas 77030.

The sessions will begin at 9:W AM
and will recess at 5.'00 PM.

The Board will consider the factors
set forth in § 2.752(a) (exclusive of the
setting of a hearing schedule) only
insofar as environmental matters are
concerned. The public is invited to
attend this conference. However. limited
appearance statements will not be
received, but will be received at the
beginning of the evidentiary hearing.

It is so ordered.
Dated at Bethesda. Md.. this 27th day of

October 2980.
Fur the Atomic Safety and Licensing Board.

Sheldon 1. Wolfe.
Chairman.

BLLIHG CO 7.50-01-U

NUCLEAR OVERSIGHT COMMITTEE

Open Meeting

October 28. 190.
The Nuclear Safety Oversight

Committee (NSOC] will meet from 9:00
am to 12:30 pm and 1:45 pm to 4:30 pm
on November 17, and from 9:00 am to
11:30 am and 1:00 pm to 4:00 pm on
November 18 in Room 7008 of the New

72371I



Federal Register / Vol. 45, No. 213 / Friday, October 31, 1980 / Notices

Executive Office Building (NEOB). The
NEOB is located on the northeast corner
of 17th Street and Pennsylvania Avenue,
N.W. in Washington, D.C. The public
entrance to the building is on 17th Street
between Pennsylvania Avenue and H'
Street, N.W.

The Committee was established by
Executive Order 12202 on March 18,
1980, in response to the
recommendations of the'President's
Commission on the Accident at Three
Mile Island (the Kemeny Commission).
Generally, the Committee is responsible
for monitoring the progress of the
utilities and their suppliers, the Nuclear
Regulatory Commission, other federal
agencies, and state and local authorities
in implementing the Kemeny
Commission's recommendations and in
improving the safety of nuclear power.
The Committee will report periodically
to the President.

Thus far the Committee has held five
meetings: on May 18, 1980 in Pasadena,
California; and on July 28 and 29, August
18 and 19, September 16 and 17, and.
October 7 and 8, 1980 in Washington,
D.C. The Committee has heard
testimony and had discussion'in a
number of areas including: , -

The nature of the Committee's
responsibilities as set forth in Executive
Order 12202;

The Nuclear Regulatory Commission's
(NRC) "Action Plan Developed as a Result of
the TMI-2 Accident," designated NUREG-
060 and available through the Document
Management Branch, Division of Technical
Information and Document Control, NRC,
Washington, D.C. 20555; ,

The procedure utilized in the federal
decision-making process as it relates to
nuclear safety, and public and private
participation;

FEMA's Report to the President (June 1980),
and procedures for emergency planning;

The statues of generic safety issues; the
analysis and evaluation of operational data;

The NRC budget and allocation of its staff
resources to implement the "Action Plan" and
how that will affect other NRC functions;

NRC's inspection and enforcement
program;

Backfitting and standardization of plant
design; -

'The regulatory relationship between FEMA
and NRC.

During the next meeting the
Committee will receive testimony and,
when appropriate, -written materials and
documents, concerning the following
matters;

The effect of NRC's Action Plan on safety
design; ,Backfitting and standardization of plant

design, and warranty coverage for design
deficiencies;

Safety research and training programs;
Quality control in plant design;
Labor-management problems, training

programs, and the union's role in safely
programs:
, Two panels will discuss nuclear safety

research, including status, needs,
opportunities, and institutional arrangements.

* Testimony on these matters will be
received from a number of individuals
specifically invited bythe Committee.

The meeting will be open to public
observation, Written Comments or
statements may be submitted at anytime
before or after the meeting and should
be.related to the substantive matters
identified above. Approximately 60
seats will be available for the public on
a first come, first served basis. The
Committee meeting will be recorded and
the transcript may be examined in the
Committee's office at 1133 15th Street,
N.W., Suite 307, Washington, D.C.

-For further information contact Margo
von Kaenel at (202) 653-8468.
Margo W. von Kaenel,
'Executive Assistant.
lFR Doc. 80-34043 Filed 10-30-80; 8:45 am]

BILUNG CODE 6820-01-M

PRESIDENT'S COMMISSION FOR THE
STUDY OF ETHICAL PROBLEMS IN
MEDICINE AND BIOMEDICAL AND
BEHAVIORAL RESEARCH

Change of Meeting Place,

.Notice is hereby given that the
location of the fifth meeting of the
President's Commission for the Study of
Ethical Problems in Medicine and
Biomedical and Behavioral Research,
previously announced, has been ,
changed from Room 2010 of the New
Executive Office Building, 1726 Jackson
Place, N.W., Washington, D.C. to the
John Hay and Colonial Room, Lower
Level, Hay Adams Hbtel, 800 16th
Street, N.W., Washington, D.C. from 9:00
a.m. to 5:30 p.m. on Friday, November 7,
1980 and from 8:30 a.m. to 4:00 p.m. on
Saturday, November 8, 1980.

Forfurther informa'tion, contact
Andrew Burness, Public Information
Officer, at (202) 653--805i.

Alexander M. Capron,
Executive Director.
[FR Doc. 80-33920 Filed 10-,30-80; 8:45 am]

BILLING CODE 6820-AV-M

SECURITIES AND EXCHANGE
COMMISSION

[Release No. 34-17253; File No. SR-Amox-
80-25]

American Stock Exchange, Inc.;
Proposed Rule Change

Pursuant to Section 19(b)(1) of the
Securities Exchange Act of 1934 (the

,"Act"), 15 U.S.C. 78s(b)(1), as amended
by Pub. L. No. 94-29, 16 (June 4, 1979),
notice is hereby given that on October
16, 1980 the above-mentioned self-
regulatory organization filed with the
Securities and Exchange Commission a
proposed rule change as follows:

The Exchange's Statement of the Terms
of Substance of the Proposed Rule
Change

The American Stock Exchange
proposes to amend Article V, Section 0
of the Exchange Constitution to (1)
extend the period of retained
disciplinary jurisdiction over former
members from 60 days to one year
immediately following termination of
membership status or receipt by the
Exchange of writtten notification of such
termination, whichever occurs later, and
(2) expand the scope of such jurisdiction
to cover member organizations.

The Exchange's Statement of Purpose
and Basis

The Constitutional amendments
expanding the period dnd the scope of
the Exchange's retained disciplinary
jurisdiction will enhance the Exchange's
ability to discharge its self-regulatory
responsibilities and conform the
Exchange's retained disciplinary
jurisdiction to that of other major SROs,

The proposed amendments are
consistent with Section 6(b) of the Act In
general and further the objectives of
Section 6(b)(5) and 6(b)(6) in particular
in that they are designed to enhance the
Exchange's ability to appropriately
discipline former members and their
associated persons for violations of the
Exchange Act or-rules of the Exchange
committed during the period of their
membership or association with a
member.

Comments Received From Members,
Partitipants, or Others- on Proposed Rule
Change

No comments were solicited or
received with respect'to the proposed
rule change.

Burden on Competition

The Exchange has determined that no
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burden on competition will be imposed
by the proposed rule change.

Within thirty-five days of the date of
publication of this notice in the Federal
Register, or within such longer period (i)
as the Commission may designate up to
90 days of such date if it finds such
longer periods to be appropriate and
publishes its reasons for so finding or (ii)
as to which the above-mentioned self-
regulatory organization consents, the
Commission will:

(A) By order approve such proposed
rule change, or

(B) Institute proceedings to determine
whether the proposed rule change
should be disapproved.

Interested persons are invited to
submit written data, views and
arguments concerning the foregoing.
Persons desiring to make written
submission should file 6 copies thereof
with the Secretary of the Commission,
Securities and Exchange Commission,
Washington, D.C. 20549. Copies of the
filing with respect to the foregoing and
of all written submissions will be
available for inspection and copying in
the Public Reference Room, 1100 L
Street, N.W., Washington. D.C. Copies
of such filing will also be available for
inspection and copying at the principal
office of the above-mentioned self-
regulatory organization. All submissions
should refer to the file number in the
caption above and should be submitted
November 21,1980.

For the Commission by the Division of
Market Regulation, pursuant to delegated
authority.
George A. Ftzsimmons,
Secretary.
October 27,1980.
[FR Dc, 80-34007 Filed 10-30-ft 8:45 aml

BILUNG CODE 8010-01-M

SELECTIVE SERVICE SYSTEM

Senior Executive Service Performance
Review Board; Appointment of A

Members
Announcement is made of the

appointment of the following persons as
members of the SES Performance
Review Board for the Selective Service
System: James G. Bond, Chairman,
David A. Cox, Edward A. Frande,
Herbert C. Puscheck, and Raymond F.
Wisniewski.

The announcement of March 28, 1980
(45 FR 23101) is canceled.

Datedh October 27,1980.

Bernard Rostker,
Director of Selective Service.
[FR Doc. 80-3390 Filed 10-f- &4S am]
BILLING CODE 8015-01-M

SMALL BUSINESS ADMINISTRATION

Region III Advisory Council Public
Meeting

The Small Business Administration
Region III Advisory Council, located in
the geographical area of Clarksburg,
West Virginia, will hold a public
meeting at 9:30 a.m., Thursday,
November 20,1980, at the Sheraton Inn,
153 West Main Street, Clarksburg, West
Virginia, to discuss such business as
may be presented by members, the staff
of the U.S. Small Business
Administration, and others attending.

For further information, write or call
Arthur J. Glick, District Director. U.S.
Small Business Administration. 109
North Third Street, Clarksburg, West
Virginia 26301-(304) 822-601.

Dated: October 24, 1980.
Michael B. Kraft,
Director. Office ofAdvisory Councils.
[FR Dc. 80-=334 Filed 10-,0-8. &43 am]
BILLNG CODE 3025-01-il

Region VI Advisory Council; Public
Meeting

The Small Business Administration
Region VI Advisory Council, located in
the geographical area of San Antonio,
Texas, will hold a public meeting at 9:00
a.m., Friday, November 21,1980, at the
Federal Building, 727 East Durango,
Room B-120, San Antonio, Texas, to
discuss such business as may be
presented by members, the staff of the
U.S. Small Business Administration, and
others attending.

For further information, write or call
Julio Perez, District Director, U.S. Small
Business Administration, 727 E.
Durango, Room A-613, San Antonio,
Texas 78206--(512) 229-6105.

Dated: October 24,1980.
Michael B. Kraft,
DeputyAdvocate forAdvisory Councils.
[F Doc. 80-,LS Filed 10-30- &43 ami
BILLING CODE 025-01-M

DEPARTMENT OF STATE

[Public Notice CM-8/337]

Shipping Coordinating Committee,
Subcommittee on Safety of Life at Sea;
Meeting

The Working Group on International
Multimodal Transport and Containers of
the Safety of Life at Sea Subcommittee
will conduct an open meeting at 9:30
a.m. on November 13,1980 in Room 8334
of the Department of Transportation
Building, 400 Seventh Street, S.W.,
Washington, D.C. 2050.

The purpose of this meeting is to
dicuss matters germane to multimodal
transport and containers. The following
specific issues will be addressed:

De-briefing and discussion on May 8-
27,1980, UN Conference on a
Convention on International Multimodal
Transport.

De-briefing and discussion on the June
9-13,1980, meeting of the Group of
Experts on Combined Transport (ECE).

Discussion of the US position for the
meeting of the 22nd Session of the IMCO
Subcommittee on Containers and
Cargoes to be held in London on January
26-30,1981.

Other matters.
For further information contact Mr.

Charles Hochman. USCG (202-426-1577)
or Mr. Paul B. Larsen, Department of
Transportation (202-426-4710.

Dated: October 23,1980.
John Todd Stewart,
Chairman. Shipping Coordinating Committee.
[FR Dmc. 80-33M0 Filed 1-30-80. 8:45 aml

BILIJNG CODE 4710-07-M

[Public Notice CM-8/338]

Shipping Coordinating Committee,
Subcommittee on Safety of Life at Sea;
Meeting

The Working Group on Bulk
Chemicals of the Safety of Life at Sea
Subcommittee will conduct an' open
meeting at 9:30 a.m. on November 13,
1980, in Room 1103 at the Department of
Transportation's Trans Point Building,
2100 Second Street. SW., Washington,
D.C. 20593.

The purpose of the meeting will be to
discuss the eighth session of the IMCO
Subcommittee on Bulk Chemicals. Major
items on the agenda are:

The application of segregated ballast
requirements to chemical tankers
carrying Annex I oils.

Carriage of mixtures of Annex I and
Annex H products.

Review and updating of the Bulk
Chemical Code.

Harmonization of the Bulk Chemical
and Gas Carrier Codes.

Safety requirements for ships carrying
substances for the purpose of
incineration at sea.

Inert gas requirements for chemical
tankers.

For further information contact: Mr.
Frits Wybenga, US Coast Guard (G-
MHM-1). Wash., D.C. 20593; Telephone
(202) 426-1217.
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Dated- October 23, 1980.
John Todd Stewart,
Chairman, Shipping Coordinating, Committee-
11II Doe. 80-33939 Filed10-30-80; 8:45 am),

BILLING CODE 4710-07-M

[Public Notice CM-8/3391

Shipping Coordinating Committee,
Subcommittee on Safety of Life at Sea;
Meeting

The Working. Group; on Standards of
Training and Watchkeeping of the
Subcommittee onSafety of Life at Sea
will conduct an open meeting at 9:30
a.1m. on Wednesday, November 18,1980,
in room 7200 of the Na ssif Building,
Department of Transportation, 400 7th
Street, SW., Washington, D.C.. --

The purpose of the meeting will be to
finalize notes on the agenda items
(listed below) for submission to the
Fourteenth Session of the IMCO -
Subcommittee on Standards of Training_
and Watchkeeping.to be hld in London,
January 19; 1981:,

Manning of seagoing ships.
Training in the use of automatic radar

plotting, aids (ARPA).
Training in radar observation and

plotting.
Training, qualifications and

operational procedures for maritime
pilots.

Training and qualifications of crews
serving on mobile offshore units.

Training and qualifications of officers
and ratings in the handling of hazardous
or noxious dry chemicals in bulk.*

Security of certificates of competency.
For further information contact

Captain R. A. Sutherland, USCG
Headquarters (G-MVP/14),, 2100: 2nd
Street, SW., Washington, D.C. 20593.'
Telephone: (202) 426-1500.

The Chairman will entertain
comments from the public as. time.
permits.

Dated: October 23, 1980.

John Todd Stewart,.
Chairman, Shipping Coordinating Committee.

IFR Doc. 80-33940 Filed 10-30-80; 845 ami
BILLING CODE 4710-07-M'

[Public Notice CM-8/340]

Oceans and international
Environmental and Scientific Affairs
Advisory:Committee; Open Meeting

The General Panel of the Oceans. and
International Environment and Scientific
Affairs Advisory Committee will meet at
9:15 a.m. on Monday, November 10, 1980
in Room 250; National Academy of
Science, Washington, D.C.

At thig meeting, officers responsible
for scientific and environmental affairs

in the, Department of State and members
of the Advisory Committee will discuss
U.S. dependence on foreign countries for
critical non-fuel minerals and
preparations.for the UN Conference on
New and Renewable'Sources of Energy.
This session will be opten to the public.'
The public will be admitted to the
session to the limits of seating capacity
and may be given the opportunity to
participate in discussions according to
the instructions of the Chairperson.

Due to last minute compjicatfons in
preparation of agenda documents, it was
impossible to publish this notice within
the statutory fifteen day limit. Requests
for further information on the meeting
may be directed to Bronson Percival of
the OES Policy Assessment Staff,
Department of State. He maybe reached
by telephone'on (202) 632-2764.
Thomas R. Pickering,
Chairman.
IFR Doe. 80-34051 Filed 10-30-8D,; 8:45 amj
BILLING CODE 4710-07-M'

SYNTHETIC FUELS CORPORATION

Initial Solicitation of Project Proposals
AGENCY: United States Synthetic Fuels
Corporation.
ACTION: Notice.

SUMMARY: Section 127 of theUnited
States Synthetic Fuels Corporation Act
of 1980 (PartB,-Title I, Pub. L. 96-294)
direots the Corporation to issue its first
solicitation for proposals from concerns
interested in the construction or
operation, or both, of synthetic fuel
projects'notlater than the end- of this
Calendar year. The Corporation has-
prepared a draft solicitation for
applications for projects requiring
financial assistance'. The Corporation
invites public comment on. this draft
solicitation.
COMMENTS BY. November 14, 1980.
Comments should- be submitted to the
address set forth below.
FOR FURTHER INFORMATION CONTACT:
Larry E. Ruff, United States Synthetic
Fuels Corporation, 1200 New Hampshire
Avenue, N.W., Washington, D.C. 20036,
(202) 653-4400.
SUPPLEMENTARY-INFORMATION: Public
Law 9&-294 establishes a national goal
of achieving'from domestic resources a
synthetic fuel production capability.
equivalent to atleast 500,000 barrels per
day of crude oil by 1987 and at least
-2,000,000 barrels per day of crude oil by
1992. The Corporation's mandate is to
assist in: attaining this goal by providing.
financial assistance under Subtitle D,
Part B, Title I, Pub. L. 96-294, to include
price guarantees, purchase agreements

and loan guarantees, loans and joint
ventures in conjunction with private
sourcbs of capital.

AnEnergy Security Reserve of $20
billion has been established, of which a
portion is available to fund eligible
projects under this initial solicitation.
Public Law 96-294 requires the
Corporation's initial solicitation to be
issued not later than the end of this
calendar year, after review by an
Advisory Committee composed of the
Secretaries of Treasury, Defense,
Interior and Energy, and' the
Administrator of the Environmental
Protection Agency, as established by
Section 123, Pub. L. 96:294. To maintain
the momentum of the program, the
Corporation intends, ifrpracticable, to
issue the final solicitation on December
1, 1980.

Because of the significance of the
synthetic fuels industry and its potential
impact on the Nation's welfare,
environment and security, the
Corporation desires to receive maximum
public commeiit currently with the
Advisory Committee review, even
though receipt of public comment is not
required by liw. The Corporation will
review and consider all comments
received by November 14, 1980 in
preparing the final solicitation.

All comments should be marked
"Comments on Initial Solicitation" and
mailed to the United States Synthetic
Fuels Corporation, 1200 New Hampshird
-Avenue, N.W., Washington, D.C. 20030.
Persons wishing to be on the mailing list
for the final solicitation ihould so
indicate in their comments.

The text of the draft solicitation
follows:
John C. Sawhill,
Chairman of the Board.

Draft Initial Solicitation for Proposals for
Financial Assistance for Synthetic Fuels
Projects

To All Interested Parties: Tho United States
Synthetic Fuels Corporation Invites the
submission of proposals for financial
assistance from concerns interested in tho
construction and/or operation of synthetic
fuel projects, in accordance with the United
States Synthetic Fuels Corporation Act of
1980. The Act establishes a national goal of
achieving a synthetic fuels production
capability from domestic resources
-equivalent to lt least 500,000 barrels per day
of crude oil by 1987 and at le'ast 2,000,000
barrels per day of crude oil by 1992,The
Corporation will provide financial assistance,
in conjunction with private sources of capital,
to help attain these goals.

The Corporation will carry out its
responsibilities free of rigid, detailed'
procedural requtirements, and with nuaxintumn
flexibility. The Corporation encourages the
submission of the broadest range of synthetic
fuel projects involving a diversity of
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technologies. Proposals may request any one
or more of the methods of financial
assistance which the Corporation is
authorized to provide-loan guarantees, price
guarantees, and purchase agreements: loans;
and joint ventures, in that priority.

Submission of Proposals. This initial
solicitation consists of a two-phase process
for the submission and evaluation of
proposals for financial assistance to synthetic
fuel projects.

The Phase One. which will open December
1. 1980 and close March 31.1981. interested
parties are invited to present proposals for all
types of synthetic fuel projects for basic
evaluation by the Corporation. Applicants
should adequately describe their financial
resources and expertise for the project: their
proposed project, including the technology
and plant input and output, their scheduling
timetable and risks with respect to
completion their ability to deal with
environmental considerations and regulatory
requirements; socioeconomic impacts: and
their financing plan.

In Phase One, the Corporation is not
requiring proposals to meet detailed
specifications. The Corporation wishes to
have the benefit of the experience and
expertise of project sponsors. The
Corporation recognizes that in order to attain
the goals set by Congress even with
assistance from the Corporation. private
sector commitments of capital and
management and technological effort of a
magnitude not previously attempted in the
United States are essential. To facilitate
these commitments, the Corporation will be
flexible and will cooperate fully with project
sponsors, financial institutions, investment
bankers and other private sector interests
that are involved in synthetic fuel projects.

In Phase Two, promising proposals
selected under Phase One for further
evaluation will be invited to submit detailed.
supplemental technical, business and
financial information. On the basis of such
submissions the Corporation will decide
whether to negotiate definitive financial
assistance.

Forms of Available Financial Assistance.
The Corporation offers, in order of priority,
the following general categories of financial
assistance: loan guarantees, price guarantees
and purchase agreements: loans; and joint
ventures. Financial assistance awarded by
the Corporation is intended to encourage and
supplement, rather than to compete with or
supplant, private investment capital which
otherwise would be available to a proposed
synthetic fuel project. In order to qualify for
assistance, a party submitting a proposal
must demonstrate the capability to undertake
successful completion of the design.
construction and/or operation of the project.

All proposals must meet the necessary
conditions and requirements of the Act
before they may receive financial assistance,
and interested parties should familiarize
themselves with the Act in preparing their
proposals. Copies of the Act are available
upon request.

Factors-to be Considered. Among the
factors which will be considered in awarding
financial assistance to a particular proposal
are the diversity of its technology from

existing projects: the potential unit
production cost: the long-term potential of the
technology, considering the extent of the
natural resources required and their
geographic distribution: and the compliance
of the technology with applicable regulatory
requirements. In addition, the Corporation is
obligated to give due consideration to
promoting competition In the synthetic fuels
industry. In the case of projects involving
companies whose rates are regulated, the
Corporation may consider whether the rate.
making agencies are likely to protect the
financial interests of investors and the
Corporation. The Corporation will give
priority consideration to proposals to be sited
in a state which will expedite regulatory.
licensing and other governmental activities
related to such project.

Address for Submission. Ten copies of
each proposal should be submitted to the
Corporation before March 31. 1981. addressed
to:

Public Summary. Each proposal should
contain a separate summary for public
release and distribution to interested parties
as well as the Govenors of the States in
which projects are to be located.

Questions concerning this solicitation may
be submitted to the Corporation at any time.
United States Synthetic Fuels Corporation.

For the Board of Directors.
John C. Sawhill,
Chairman.

i-R Do- aW33M FkJ 10-3O0-W &4 alm

BILUNG COE .50-O-M
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EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION.
TIME AND DATE: 10 a.m. (eastern time),
Tuesday, November 4, 1980.

PLACE: Commission conference room
5240, fifth floor, Columbia Plaza Office
Building, 2401 E Street NW.,
Washington, D.C. 20506.

STATUS: Part will be open to the public
and part will be closed to the public.

MATTERS TO hE CONSIDERED: Open to
the public:

1. Recommendation and Selection of
Prbposed ABAR Contracts.

2. Technical Changes to EEOC Order 365.
3. Report on Commission Operations by the

Executive Director.

Closed to the public:

Litigation Authorization;" General Counsel
Recommendations.

Note.-Any matter not discussed or
concluded may be carried over to a later
meeting.

CONTACT PERSON FOR MORE
INFORMATION:
Treva I. McCall, Acting Executive
Officer, Executive Secretariat, at (202)
034-6748.

.Notice issued October-28, 198O.,
IS-20O-80 Filed 10-29-M.; 10:39 am
BILLING CODE 6570-06-M

FEDERAL ENERGY REGULATORY
COMMISSION.

"FEDERAL REGISTER" CITATION OF
PREVIOUS ANNOUNCEMENT. 45 FR 71037,
October 28, 1980.

PREVIOUSLY ANNOUNCED TIME AND DATE
OF MEETING: 10 a.m., October 29, 1980.
CHANGE IN MEETING:The following items
have been added:

Item Number, Docket Number and Comp pny

CAP-9. .. 9606, North Carolina Electric
Membership, Corp., Four County Electric
Membership, Corp., ElectriCities of North
Carolina; and the Cities ofBennettsville
and Carden, South Carolinfi v. Carolina
Power & Light Co.

CP-10. CP80-455, Consolidated Gas Supply

Kenneth F. Plumb,
Secretary. -

IS-1999-80 Filed ui--- I:23.aml
BILLING CODE 6450-85-M

FEDERAL HOME LOAN BANK BOARD.
"FEDERAL REGISTER" CITATION OF
PREVIOUS ANNOUNCEMENT. Vol. 45,
7103910, October 27, 1980.
PREVIOUSLY ANNOUNCED TIME AND I

OF MEETING: October 30, 1980.
PLACE: 1700 G Street NW., sixth fie
Washington, D.C.
STATUS: Open meeting.
CONTACT PERSON FOR MORE
INFORMATION:
Mr. Marshall (202-377--677).

. CHANGES IN THE MEETING: The follo
items have been added to the open
meeting:

Increase in Accounts of an Insurable Ty
Lamed Savings & Loan Association,
Lamed, Kansas, into Western Savings
Association, Pratt, Kansas.

Application for Bank Membership and
Insurance of Accounts-Superior Say
Loan Association, Los Angeles, Califo

No. 412, October 29, 1980.
IS-2O2-80 Filed 10-29-M.; 2:24 pml
BILLING CODE 6720-01-M

FEDERAL MARITIME COMMISSION.
TIME AND DATE: 9 a.m., November 5,
1980.
PLACE: Hearing Room One, 1100 L Street
NW., Washington, D.C. 20573.
STATUS: Open.
MATTERS TO BE CONSIDERED:

1. Monthly Report of actions taken
pursuant to authority delegated to the
Managing Director.

2. Docket No. 79-94: All Frieight Packers &
Forwarders, Inc.-Independent Ocean Freight

Forwarder License Application-
Consideration of Petition for Reconsideration.

3. Discussion of Trade Studies Program.
4. Discussion of Standards of Approvability

under Section 15 of the Shipping Act, 191.

CONTACT PERSON FOR MORE
INFORMATION. Francis C. Hurney,
Secretary (202 523-5725.
IS-1991-80 Filed 10-,- 9:49 aml
BILLING CODE 673,-01-M

FEDERAL RESERVE SYSTEM: Board of
Governors.
TIME AND DATE: 11 a.m., Friday, October
31, 1980.
PLACE: 20th Street and Constitution

T_ Avenue NW., Washington, D.C. 20551.
STATUS: Closed.
MATTERS TO BE CONSIDERED: 1.
Continuation of proposals involving

209, internal personnel procedureg relating to
the System's employee benefits

DATE program. (This matterwas orginally
announced for a meeting on October 22,

or, 1980.]
CONTACT PERSON FOR MORE
INFORMATION: Mr. Joseph R. Coyne,
Assistant to the Board; (202) 452-3204,

Dated: October 29,1980.
Theodore E. Allison,

wing Secretary of the Board.
15-20M0 Filed I0-29-0;, 3:38 pnil
BILLING CODE 6210-01-M

ype-

s

ings &
ria.
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SECURITIES AND EXCHANGE COMMISSION.

Notice is hereby given, pursuant to. the
provisions of the Government In the
Sunshine Act, Pub. L. 94-409, that the
Securities and Exchange Commission
will hold the following meetings during
the week of November 3, 1980, in Room
825, 500 North Capitol Street,
Washington; D.C.

Closed meetings will be held on
Tuesday, November 4, 1980, at 10 a.m.
and on Wednesday, November 5, 1980,
following the 10 a.m. open meeting.

The Commissioners, their legal
assistants, the Secretary of the
Commission, and recording secretaries
will attend the closed meetings, Certain
staff members who are responsible for
the calendared matters may be present.

The General Counsel of the
Commission, or his designee, has
certified that, in his opinion, the items to
be considered at the closed meetings
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may be considered pursuant to one or
more of the exemptions set forth in 5
U.S.C. 522b(c)(4](8)(9)(A and (10) and 17
CFR 200.402(a)(4](8](9)(i} and (10).

Commissioners Loomis, Evans, and
Friedman determined to hold the
aforesaid meetings in closed session.

The subject matter of the closed
meeting scheduled for Tuesday,
November 4, 1980, at 10 a.m., will be:
Formal orders of investigation.
Access to investigative files by Federal.

State, or Self-Regulatory authorities.
Litigation matters.
Regulatory matters bearing enforsement

implications.
Regulatory matter regarding financial

institutions.
Institution of administrative proceeding of an

enforcement nature.
Institution of injunctive action.
Freedom of Information Act appeal.
Opinion.

The subject matter of the closed
meeting scheduled for Wednesday.
November 5,1980, following the 10 a.m.
open meeting, will be:
Institution of administrative proceedings of

an enforcement nature.
Settlement of administrative proceedings pf

an enforcement nature.

The subject matter of the open
meetin, scheduled for Wednesday,
November 5, 1980, at 10 a.m., will be:

1. Consideration of whether to grant the
appeal of Walter R. Davis from the decision
of the Commission's Freedom of Information
Act Officer denying Mr. Davis' request for
confidential treatment of a transcript of
investigative testimony given by him in the
course of a private Commission investigation.
For further information, please contact David
Knight at (202) 272-2454.

2. Consideration of whether to grant the
application of Geoffrey P. E. Clarkson for
relief pursuant to Rule 242(a)(5)1v) of the
Securities Act of 1933. For further
information, please contact Thomas J.
Baudhuin at (202) 272-2644.

3. Consideration of whether or not to
delegate authority to the Director of the
Office of Opinions and Review to rule on (1)
motions to stay final Commission orders in
disciplinary proceedings pending appeal to
the federal courts; (2) motions to stay
disciplinary action taken by a self-regulatory
organization pending review of that action by
the Commission; and (3) requests for oral
argument in appeals from disciplinary or
exclusionary action taken by self-regulator
organizations. For further information, please
contect William Stern at (202) 272-2754.

At times changes in Commission
priorities require alterations in the
scheduling of meeting items. For further
information and.to ascertain what if
any, matters have been added, deleted
or postponed, please contact: Paul
Lowenstein at (202) 272-2092.
October 28,1980.
[S-2Mo--M Filed 1O-29-M L24 pml
BILUNG CODE 8010-01-u-
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dialing. 202-62-52.40.
Federal Register, Daily Issue:

202-783-3238 Subscription orders and problems (GPO)
"Dial-a-Reg" (recorded summary of highlighted
documents appearing in next day's issue);

202-523:-6li22 Washington, D.C.
3-12-663-0884 Chicago. Ill.
2-13-688,-6694 Los Angeles. Calif.

202-523L8187 Scheduling of documents for publication
523-524a Photo copies of documents appearing in the

Federal Register
525-6237 Corrections
693,-930; Public Inspection Desk
523-5227. Index and. Finding Aids
523-5235 Public. Briefings: "How To Use the Federal

Register."

Code of Federal Regulations. (CFR):
523-3419
523-3517
523-5227 Index and Finding Aids

Presidential Documents:

523-5233 Executive Orders and Proclamations
523-5235 Public Papers of the Presidents. and Weekly

Compilation of Presidential Documents
Public Laws:
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1 CFR
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Proposed Rules:
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3 CFR
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AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK
The following agencies have agreed tOr publish all This is a voluntary program. (See OFR NOTICE
documents on two assigned days of the week FR 32914, August 6, 1976.)
(Monday/Thursday or Tuesday/FRiday).

Monday tuesday, Wednesday Thursday Friday

DOT/SECRETARY USDA/ASCS DOT/SECRETARY ' USDA/ASCS
DOT/COAST GUARD USDA/FNS DOT/COAST GUARD USDA/FNS
DOT/FAA USDA/FSOS DOT/FAA USDA/FSOS
DOT/FHWA USDA/REA DOT/FHWA USDA/REA
DOT/FRA MSPFB/OPM DOT/FRA MSPB/OPM,
DOT/NHTSA LABOR DOT/NHTSA LABOR
DOT/RSPA HHS/FDA DOT/RSPA HHS/FDA
DOT/SLSDC DOT/SLSDC
DOT/UMTA DOT/UMTA
CSA CSA

Documents normally scheduled for publication on a day that will be a NOTE: As of September 2, 1980, documents from
Federal holiday will be published the next work day following the holiday. the Animal-and Plant Health Inspection Service,
Comments on this program are still invited. I
Comments should be submitted to the Day-of-the-Week Program Coordinator. Department of Agriculture, will no longer be
Office of the Federal Register, National Archives end-Records Service, asslgnetl to the Tuesday/Friday publication
General Services Administration, Washington, D.C. 20408 schedule.

REMINDERS

The "reminders" below identify documents that appeared in issues of
the Federal Register 15 days or more ago. Inclusion or exclusion from
this list has no legal significance.

Rules Going Into Effect Today
COMMUNITY SERVICES ADMINISTRATION

64940 10-1-80 / Cot principles; grantee financial management
ENVIRONMENTAL PROTECTION AGENCY

61617 9717-80 / Steam electric power generating point source
category; amendment to BPT variance clause
GENERAL SERVICES ADMINISTRATION

67659 10-14-80 / Contract financing, transfer of policies and
procedures
INTERIOR DEPARTMENT
Fish and Wildlife Service-

65132 10-1-80 1 Red Lechwe (Kobus Leche) listed as threatened
species
JUSTICE DEPARTMENT
Immigration and Naturalization Service-,

66451 10-7-80 / Statement of organization-field service;
addition of Saunderstown as a Class A Port of Entry

Rules Going Into Effect Saturday, November 1, 1980
AGRICULTURE DEPARTMENT
Agricultural Marketing Service-

63479 9-25-80 / Imported filberts; changes In quality provisions .
68912 10-17-80 / Irish potatoes grown in Colorado (area No. 2);

handling regulation
FEDERAL DEPOSIT INSURANCE CORPORATION

60865 9-15-80 / Securities of insured State nonmembdr banks
FEDERAL EMERGENCY MANAGEMENT AGENCY

67666 10-14-80 / Purchase of insurance and adjustment of claims
FEDERAL RESERVE SYSTEM 1

65184 10-2-80 / Securities disclosure provisions
HOUSING AND URBAN DEVELOPMENT DEPARTMENT
Federal Housing Commissioner-Office of Assistant
Secretary-

59857 9-11-80 / Revision to thermal requirements for HUD
Minimum Property Standards (MPS) for one- and two-
family dwellings
[Corrected at 45 FR 62795, 9-22-80]
INTERNATIONAL DEVELOPMENT COOPERATION AGENCY
Agency for International Development-

66414 10-6-80 / Nondiscrimination on the basis of handicap in
programs and activities receiving or benefiting from
Federal financial assistance
LABOR DEPARTMENT
Mine Safety and Health Administration-

23990 4-8-80 / Respirable dust; mandatory heitlth standards for
underground mines
TRANSPORTATION DEPARTMENT
Coast Guard-

29588 5-5-80 / Lifesaving equipment and exposure suits for
Great Lakes vessels
[Originally published at 45 FR 24471, 4-10-80]

List of Public Laws
Note: No public bills which have become law were received by the
Office of the Federal Register for inclusion In today's List of Public
Laws.
Last Listing October 24,1980
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DEPARTMENT OF HEALTH AND
DEPARTMENT OF HEALTH AND,,.
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 600, 606, 610, 620, 630,
640, 660

[Docket No. 80N-0053]

Changes in Proper Names of certain
Biological Products

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) proposes to
amend the biological regulations by: (1)
Changing the prpper names for certain
biological products, (2) updating all '
applicable regulations in Part 600 et-seq.
to reflect these new names, and (3)
updating and reorganizing § 610.53(a)
(21 CFR 610.53(a)) for clarity. The proper
names are being changed to reduce the
length of the name, moie accurately
identify the product, and eliminate many
inconsistencies between' the United
States Pharmacopeia (USP) and the
biologics regulations."
DATE: Comments by December 30, 1980.
FDA proposes that any final regulation
issued under this proposal be effective
180 days after the date of publication of
the final regulation for products initially
introduced or initially delivered for
introduction into interstate commerce.
For blood and blood components,
however, FDA proposes that the
effective date be 1 year after publication
of a final regulation issued under the
proposed uniform blood labeling
regulation published elsewhere in this
issue of the Federal Register. '
ADDRESS: Written comments to the
Dockets Management Branch (formerly
the Hearing Clerk's office) (HFA-305),
Food and Drug Administration, Rm. 4-'
62, 5600 Fishers Lane, Rockville, Pike,
Bethesda MD 20857.
FOR FURTHER INFORMATION CONTACT:
Paul Hiranaka, Bureau of Biologics
(HFB-620), Food and Drug
Administration, 8800 Rockville, MD
20205, 301-443-1306.
SUPPLEMENTARY INFORMATION:The
Food and Drug Administration (FDA) is
proposing to amend the biologics'
regulations by: (1) Chainging the proper
names of certain biological products, (2)
updating all applicable regulations in
Parts 600 through 660 to reflect these
new names, and (3) updating and
reorganizing § 610.53(a) (21 CFR
610.53(a)) for clarity. The agency has
been cooperating with the United States
Adopted Names Council (USAN) to

Blood Products
1. Albumin.,.'. ........... Normal Serum Albumin

(Human)
2 Ankitemophillc Factor-.. Antihemophilic Factor (Human)
3. Cryoprecipitated AHF..- Crybprecipitated Antihemophilic

.Factor (Human)
4. Factor IX Complex.... Factor IX Complex (Human)
5. Fibrinolysin .. .... Fibrinolysin (Human)
6. Immune GI6buln_...... Immune Serum Globulin

(Human)
7. Mumps Immune Globulin.- Mumps Immune Globulin

(Human) -
6. Measles Immune Gfobu- Measles Immune Globulin

tin. (Human)
9. Pertussis Immune Globu- Pertussis Immune Globulin

lin. (Human)
10. Plasma. ................ Single Donor Plasma (Human)
11. Plisma Fresh Frozen ._'Single Donor Plasma (Human),

Fresh Frozen
12. Plasma Liquid........... Single Donor Plasma (Human),

Liquid
13. Plasma Platelet Rich - Single Donor Plasma (Human).

Platelet Rich
14. Plasma Protein Fraction. Plasma Protein Fraction

(Human)
15. Platelets_.................... Platelet Concentrate (Human)
16. Rabies Imrune Globu- Rabies Immune Globulin

tin. (Human)
17. Reagent Red Blood Reagent Red Blood Celts

Cells. (Human)
18. Red Blood Cells ......... Red Blood Cells (Human)
19. Red Blood Cells Degly. Red Blood Cells (Human).

cerolized. Deglycerolized

Proposed name Present nameimprove the proper names of inany,
'biological products. USAN is sponsored
by the American Medical Association,
the United States Pharmacopeial
Convention (USP), and the American
Pharmaceutical Association. USAN.
assigns nonproprietary names to new
drugs as they are developed, establishes
principles for designating names, and
.conducts a continuing review of product
names to ensure that the names
concisely and accurately Identify
specific products: Suitable
nonproprietary names serve important
functions because they properly identify
the substances to which they apply,
facilitate better communication between
physicians and other professionals, and
may be used without restriction by the
public at large, as opposed to "

restrictions imposed upon the use of
trademark names. The names that
USA1N develops or accepts from other
agencies are likely to achieve
worldwide recognition.

Name Change Amendments

FDA considered changes in the proper
names of biological products to more
accurately identify the product, to
shorten the proper names, if appropriate,
and to eliminate inconsistencies
betveen names for products found in
the USP and the biologics regulations.
Consistent with USAN principles for
designating meaningful and distinctive
nonproprietary names, FDA proposes to
amend the biologics -regulations to
change the proper names of certain
blood products, viral products, bacterial
products, antivenins, and allergenic
extracts, as follovp:

Proposed name Present name

1. Measles Virus Vaccine
Live.

2. Measles, Mumps and
Rubella Virus Vaccine
Live.

3. Measles and Rubella
Virus Vaccine Live.

4. Measlos-Smallpox VaC-
cine Live.

5. Mumps Virus Vaccine
Live.

6. Poliovirus Vaccine ive
Oral, Trivalent

7. Poliovirus Vadcine Live
Orat Type L

8. Poliovirus Vaccine Live
Oral, Type II.

9. Poliovirus Vaccine Live
Oral. Type Ill.

z 10. Poliovirus Vaccine Inac.
Wated.

11. Rubella and Mumps
Virus Vaccine Live.

12. Rubella Virus Vaccine
Live.

13. Adenovirus and nnuen.
za Virus Vaccines Com.
bined Adsorbed,

Bacterl;
1. Anthrax Vaccine Ad.

sorbed.
2. Diphtheria and Tetanus

Toxoids and Pertussis
and Poliovirus Vaccines
Inactivated, Adsorbed. '

3. Diphtheria and Tetanus
Toxoids and Pertussa
Vaccine Adsorbed and
Poliovirus Vaccine Inadt
vated.

4. Tetanus and Diphtheria
Toxoids Adsorbed for
Adult Use.

Products
Measles Virus Vaccine, Live

Attenuated
Measles. Mumps, and flubolla

Virus Vaccine, Live

Measles end Rubella Virus
Vaccine, ivo

Measles-Smallpox Vaccine,
Uve

Mumps Virus Vaccine, Live

Poliovirus Vaccine Live, Oral.
Trivalent

Polovlnjs Vaccino Lvo. Oral.
Type I

Pollovirus Vaccine Lvo, Otal,
Type If

Poiovirus Vaccine Live, Oral,
Type Ill

Poliomyelitis Vaccine

Rubella and Mumps Virus Vac.
cine, Live

Rubella Virus Vaccine, Live

Adonovicus and Intluorn. Virus
Vaccines Combined Aluml.
num Photphato Adsorbed

at Products
Anthrax Vaccine. Adsorbed

Diphtheria and Tetanus Tox.
olds and Pertussis and PoliO-
myoitis Vaccines Adsorbed

Diphtheria and Tetanus Tox.
olds and PertussIs Vaccine
Adsorbed end Poliomyelitis
Vaccine

Tetanus and Diphtheria To*.
aids Adsorbed (For Adult
Use)

Antivenins
1. Antivenin Rattlesnake, Antivenin (Crotolidao) Polyva.

Copperhead and Mecca- lent
sin.

2. Antivenin Widow Spider.... Antivenin (Lactedectus mac.
tans)

3. Antivenin Coral Snake..... Antivbln (Mlcrurus fulvlus)
Allergenic Extracts

Allergenic Extracts Ad. Allergenic Extactrs, Alum Pro.
sorbed. cipitated

FDA is proposing amendments in the
proper names to:

1. Delete the word "Human" from the
name of blood products intended for
human use because all of these products
are now derived from human sources, In
the past, certain blood products were
derived from bovine as well as human
sources. Since there is no longfr any
reason to distinguish between sources,
and because the products are recognized

72404

20. Red Blood Cells Frozen.. Red Blood Colls (Human),
Frozen

21. Rho(D) Immune Globu. Rho(D) Immune Globulin
lin. (Human)

22. Source Plasma .............. Source Plasma (Human)
23. Source Plasma Uquid. Source Plasma (Human),

Liquid
24. Source Plasma Pooled... Source Plasma (Human),

Pooled
25. Source Plasma Sa. Source Plasma (Human). SAI.

vaged, vaged
26. Tetanus Immune Glob Tetarius Immune Globulin

>ulin. (Human)
27. Vaccina Immune Glob Vaccinia Immune Globulin

>ulin. (Human)
28. Whole Blood ........ Whole Blood (Human)
29. Whole Blood Platelels Whole Blood (Human), Modi.

and/or Cryopeclpltate fled
Removed.



Federal Register / Vol. 45, No. 213 / Friday, October 31, 1980 / Proposed Rules

by the medical community as originating
from humans, the word "Human" may
now be deleted from the proper name of
the products.

2. Delete the words "Normal" and
"Serum" from the proper name of
Normal Serum Albumin (Human). The
term "Normal" is confusing because it
may be interpreted incorrectly to mean
that serum albumin may also be
produced from abnormal serum. The
word "Serum" is being deleted because,
during the last 28 years, the albumin has
been derived primarily from plasma
(serum plus the blood clotting elements),
with a very small percentage of albumin
being derived from plasma of the
placental origin.

3. Change the proper name of
Cryoprecipitated Antihemophilic Factor
(Human) to Cryoprecipitated AHF
because it will reduce the length of the
name. The revised name will clearly
distinguish this product (a blood
component of Single Donor Plasma
prepared in the blood bank) from
Antihemophilic Factor (a blood
derivative prepared by fractionation
from pools of human plasma).

4. Delete the term "Concentrate" from
the proper name of Platelet Conoentrate.
The word "Concentrate" used in the
proper name is derived from the method
of platelet collection, which involves
separation from the plasma and
concentration by additional
centrifugation. Because this
concentration procedure is the usual
method of processing, however, FDA
believes that the deletion of the term
"Concentrate" will not confuse the
identity of the product. This proposed
proper name change would be
consistent with the proper name of the
product Red Blood Cells which is not
called a concentrate, even though it
consists of the red cell portion of blood.

5. Delete the words "Single Donor"
from the proper name of Single Donor
Plasma (Human), which is plasma
primarily intended for intravenous
injection. The types of single donor
plasma, such as platelet rich or fresh
frozen, shall be designated by the proper
descriptive modifier following the
proper name, e.g., Plasma Platelet Rich.
Similarly, varieties of Source Plasma
(plasma which is intended for further
manufacturing) shall be designated by
the proper descriptive modifier
following the name, e.g., Source Plasma
Liquid.

6. Revise the proper names for Whole
Blood (Human) and Red Blood Cells
(Human), by preceding the proper name
with the name of the specific
anticoagulant used. For example, Whole
Blood (Human) and Red Blood Cells
(Human, collected in anticoagulant

citrate phosphate dextrose (CPD)
solution shall be called CPD Whole
Blood and CPD Red Blood Cells,
rtspectively.

7. Revise the proper name Whole
Blood (Human) Modified, to Whole
Blood Platelets and/or Cryoprecipitate
Removed, in order to more accurately
identify the product. The proper name
shall be preceded by the name of the
anticoagulant used.

8. Change the proper name of
Poliomyelitis Vaccine to Poliovirus
Vaccine Inactivated to be consistent
with the nomenclature of other viral
vaccines which indicate the name of the
virus producing the vaccine, rather than
the name of the disease. As a result of
this proposed change, the proper name
of the mixed vaccines containing
Poliomyelitis Vaccine would be changed
accordingly. (See the listing of proper
name changes of Bacterial Products.)

9. Delete the word "Attenuated" from
the proper name of Measles Virus
Vaccine, Live, Attenuated, to make it
consistent with the proposed proper
names of other live virus vaccines, such
as Poliovirus Vaccine Live Oral, Mumps
Virus Vaccine Live, or Rubella Virus
Vaccine Live.

10. Change the proper name of
Adenovirag and Influenza Virus
Vaccines Combined Aluminum
Phosphate Adsorbed to Adenovirus and
Influenza Virus Vaccines Combined
Adsorbed; and Allergenic Extracts,
Alum Precipitated to Allergenic Extracts
Adsorbed. The names of these two
products are being changed to be
consistent with the names of other
adsorbed products which do not contain
the name of the adsorbing agent.

11. Revise the proper names for
licensed antivenin products. The
proposed name changes for the three
licensed antivenins follow a uniform
format and provide a method for naming
future Antivenin products. The proper
name Antivenin is followed by the
common name of the animal or group of
animals producing the venom, but does
not include the taxonomic genus and
species name. The common name
identifies the product and is, therefore,
more easily recognized by untrained
personnel or others who may need to
use the product. The word Antivenin
precedes the common names so that all
the Antivenins may be properly
alphabetized and readily found in any
index on antivenins.

Under current license requirements,
the package label for each antivenin
must include its animal source. In
addition, the package insert must
include the taxonomic genus and
species of the animal or group of
animals producing the venom. The

package insert must also identify and
include the taxonomic genus and
species of the animal or animals against
whose venom the product is effective
and those for which the product is
known or suspected to be ineffective.

Miscellaneous Amendments
FDA is also proposing miscellaneous

amendments to:
12. Delete commas from the proper

names of most biological products,
unless the product name contains three
or more separate entities and use of a
comma is grammatically correct.
Removing the commas from the names
of most products will not affect their
specific identification and will provide a
consistent guideline for naming future
products. However, commas will
continue to be used in proper names
when they are needed for clarification.

13. Delete in § 610.53 the 10-year
dating period for Normal Serum
Albumin (Human), when the product is
packaged is hermetically sealed metal
containers, because Normal Sermn
Albumin (Human] is no longer being
packaged in such containers. Therefore,
a specified dating period is not needed
for this kind of packaging.

14. Delete in 1610.53 certain products
and their dating periods because they
are no longer licensed, and to codify
existing dating periods for licensed
products which have not been
previously listed for which data
establish that period beyond which the
product cannot be expected beyond
reasonable doubt to yield its specific
results and retain its safety, purity, and
potency. The appropriate data to
support these dating periods are on file
with the Dockets Management Branch.

The following products would be
deleted from the list in § 610.53:

(1) Adenovirus and Influenza Virus
Vaccines Combined Aluminum
Hydroxide Adsorbed.

(2) Aggregated Radio-Iodinated (1s'
Albumin (Human].

(3) Anti-Human Chorionic
Gonadotropic Serum.

(4) Blood Grouping Serum Anti-Xg a.
(5) Cobra Venom Solution.
(6) Cobra Venom Solution with Silicic

and Formic Acids.
(7) Diphtheria and Tetanus Toxoids

and Poliomyelitis Vaccine.
(8) Diphtheria Toxoid and Pertussis

Vaccine.
(9) Fibrinogen (Human).
(10) Fibrinogen with Antihemophilic

Factor (Human).
(11) Diphtheria Toxoid and Pertussis

Vaccine Adsorbed.
(12) Gas Gangrene Polyvalent

Antitoxin.
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(13) Haemophilus lnfluenzae Typing-,
Serum. i

.(14) HistamineAzoproteiL
(15) ,ymphogranuloma Venereum

Antigen.
(16) Modified Plabma (Bovine).
(17) Mumps Vaccine.
(18) Poliomyelitis Vaccine Adsorbed.'
(19) Polyvalent modified bacterial

antigens with "No U.S. Standard of
Potency.'

(20] Pseudomonas Polysaccharide.
(21) Radio-Chromated (Cr5o) Serum

Albumin (Human).
(22) Radio-lodinated ([I.) Serum

Albumin;(Human).
(23) Radio-Iodinated (1I3) Serum

Albumin (Human).
(24) Reagent Blood Group Specific

Substances A and B.
(25) Rocky Mouftitain Spotted Fever

Vaccine.,
(26) Russell Viper V nomL
(27) Schick Test ControL
(28)'Staphylococcus Antitoxin.
(29) Tetanus and Gas Gangrene

Polyvalent Antitoxin.
(30) Trichinella Extract.
The -following products would -be.

addedto the list in§ -610.53:
(1) Anti-Carcinoembryonic Antigen

Serum.
(2) Asparaginase.
(3) Blood Grouping ;Serum Anti-C' b.
(4) Hepatitis B Immune Globulin.
(5) Meningococcal Polysacchafide

Vaccine Group A.
;(6) Meninococcal Polysaccharide

Vaccine Group C.
(7) Merningococcal'Polysacchafide

Vaccine Group A and C !Coi'ibi'hed.'
'(8) Pertussis Vaccine Adsorbed.
(9) Pneumococcal Vaccine Polyvalent.
(10) Rabie's Imufine Globulin.
(11) Red Blood-Cells Deglycerolized.
15. Updatethe dating period for -

freeze-dried Allergenic Products in
§ 610.53 to reflect the minimumndating
period currently approved as 1iart of a
manufacturer's license application. The
minimum dating period for such -
products willbe4years from the date of
manufacture.

16. Change the heading or § 610.53
from "Dating periods foispecific
products' to "Dating'periods for
biological products." The dating periods
prescribed in i§ 611153 apply to general
types of bioloical products, rather than
to the manufacturer's brand of each
product. "Specific product" can be
misinterpreted 'to mean the
manufacturer's brand.

17. Change in § 610.53 the dating
period for'Tuberculin, Purified Protein
Derivative, diluted (usedfor The
Mantoux 'test) to 6-monhs.based on
stability data submitted to the agency,.

The stability data are on file withthe
Dockets Management Branch. •

18. Revise andxeorganize § 610.53 to
facilitate interpretation by clearly
identifying the dating 'periods during and
after manufacturer's storage and revoke
§ § 610.51 and,610.52.As a result of the
revision of § '610.53, § § 610.51 and.610.52
will no longer 'be necessary.

To permit manufacturers sufficient
time to comply with the requirements of
any final regulation issued under 'this
proposal the agencyproposes that thd
effective date of the final regulation,
except for blood and blood components,
be 1B0 days after the date of its
publication in -the Federal Register for
biolggical products initially introduced
or initially delivered for introduction
into interstate commerce. For blood and,
blood components, FDAproposes that
the effective date be -1 year after
publicatioin of a final regulation issued
under'the proposed uniformblood
labeling regulation published elsewhere
in this issue of the Federal Register.

The agency has 'determined under 21
CFR25.24[d)(10) (proposed December
11, 1979; 44 FR 71742) that this proposed
action is of a type'that does not
individually or cumulatively -have a
significant impacton the -human
environmenLTherefore, neither an
environmental assessmnt nor an
enviromnental impact'statement is
required.

Therefore, under the Federal Food,
Drug. and Cosmetic Act (secs. 201, 501.
502,-510, 701, .52 Stat 1040-1042,as
amended. 1049-1051 as amended, 1055-
1056 as amended, 76 Stat. 794-795 as
amended :(21 U:S.C. 321, 351.352, 360,
and 371); 'the Public Health Service Act
(secs. 351, 351,353, and 361, 58-Stat. 702
and 703.as amended, 81 Stat. 536 (42
U.S.C..262, 263,263a, 264)), and under
authority delegated.±o the Commissioner
of Food-and Drugs (21 CFR 5.1). it is
proposed 'that Chapterl ,of Title 21 of 'the
Code of Federal Regulations be
amended as follows:.

PART 600-"BIOLOGICAL PRODUCTS:
GENERAL

A. In Part 600:

§ 600.13 [Amended]
1. in & '60013 by 'changing the proPer

names "'Whole Blood (Hunian];
CryoprecipatedAntihemophilic Factor
(Human); Platelet Concentrate (Human);
Red Blood Cells (Human); Single Donor
Plasma ([Human); and Source Plasma
(Human)" loread "Whole Blood-
Cryoprecipitated AHF Platelets;Red
Blood Cells; P.lasma; and Source
Plasma"

2. In § :600-15 by revising paragraph
(a).'to Teadus follows:

§600.15 Temperatures during shipment.
The following products shall be

maintained during shipment at the
specified temperatures:

(a) Products.

Product Tenhoratura

Cryoprecipitated AHF......... - C or colder.
Measles, Mumps and Rubella 10' C or colder.

Virus Vaccine Live,
Measles and Rubella Virus Do.

Vaccine Live.
Measles-Smalpox Vaccine Do..Illve.
Measles Virus Vacclno We. Do,
Mumps Virus Vaccino Live - Do,
Platelets. .. ..... Between I' and 10' C II sus,

pended In 20 to 30 ,mL of
plasma or "all reasorabt
methods Jo maintain the
temperature 0 close as
poassibl to a range 'be-
tween 20' t024 0, It 0g9
pended In 30 to 50mL ol
plasma.

Plasma.... .... -18" C or colder.
Plasma Fresh .Frozen .... . Do.
Plasma Uquid...... .;,. 1* to 10' C.
Plasma Platelet'Rich.._......... Between 1" and 10' C or all

reasonable methods to
mainlain the temporaltur
as close ans possible to a
tango 'between 20' and
24' C.

Poliovirus Vaccine Uve Dral. 0 C or colder,
TrivalenL

Poliovirus Vaccine LIveOral, Do,
Typo L

Poliovirus 'Vaccine Live 'Oral. Do
Type IL

Poliovirus Vaccine Live Oral. Do.
Type IlL

Red Blood Cels 'Frozen.-.. -5' C or colder.
Red Blood Cells (liquidprod- Botwoenl* and 10 C.

uct).
Rubella and Mumps Virus 1D or colder,

Vaccine Live.
Rubella Virus Vaccine LIve. 'Do.
Smallpox Vaccine '(liquid 0"C or colder.

product).
Source Plasma. ...... -5' C or colder
Source Plasma'Uqud.......... 10' C or colder.
WholdiBod.. . Eotioelt V1 and 10*.rc
Yellow Fver VaccLne.-. 0' C or colder.

PART 606-CURRENT GOOD
MANUFACTURING PRACTICE FOR
BLOOD AND BLOOD COMPONENTS

§ 606.120 [Amended]
B. In Part 606 by revising the heading

and by amending § 600.120 in paragraph
(b)[2) by changing the proper name
"Source Plasma (human)" to read
"Source'Plasma", and in paragraph (b)
(9) by changing the proper names
"Cryoprecipitated Antilemophilic
Factor ;(Human)" to read
"Cryoprecipitated AHF", and "Source
Plasma '(Human)" to read "Source
Plasma".

PART 610-GENERAL BIOLOGICAL
PRODUCTS STANDARDS

C. In 'Part 610: "-

§ 610.11 [Amended]
1. In § 010.11(g) bychanging the

propernames "Whole Blood (Human];
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Red Blood Cells (Human];
Cryoprecipitated Antihemophilic Factor
(Human]; Platelet Concentrate (Human];
and Single Donor Plasma (Human]" to
read "Whole Blood; Red Blood Cells;
Cryoprecipitated AHF; Platelets; and
Plasma".

§ 610.12 [Amended]
2. In § 610.12(g](4) by changing the

proper names, "Whole Blood (Human];
Cryoprecipitated Antihemophilic Factor
(Human); Platelet Concentrate (Human);
Red Blood Cells (Human); Single Donor
Plasma (Human]; and Source Plasma
(Human)" to read "Whole Blood;
Cryoprecipitated AHF; Platelets; Red
Blood Cells; Plasma; and Source
Plasma," and in paragraph (g)(7) by
changing the proper names "Normal
Serum Albumin (Human) and Plasma
Protein Fraction (Human]" to read
"Albumin and Plasma Protein Fraction";
and by deleting reference to Fibrinogen
(Human).

§ 610.13 [Amended]
3. In § 610.13(a](2)(ii) by changing the

proper names, "Measles Virus Vaccine,
Live, Attenuated; Measles-Smallpox
Vaccine, Live; Rubella Virus Vaccine,
Live; and Antihemophilic Factor
[Human)" to read "Measles Virus
Vaccine Live; Measles-Smallpox
Vaccine Live; Rubella Virus Vaccine
Live; and Antihemophilic Factor"; in
paragraph (a](2)(iii) by deleting the
reference to Modified Plasma (Bovine]
and Fibrinogen (Human]; in the
introductory text of paragraph (b) by
changing the proper names,
"Cryoprecipitated Antihemophilic
Factor (Human); Single Donor Plasma
(Human]; and Source Plasma (Human]"
to read "Cryoprecipitated AHF; Plasma;
and Source Plasma"; in paragraph (b](1)
(i] by deleting the phrase "and at least
30 milligrams for Fibrinogen (Human]";
and in paragraph (b](1](ii) by deleting
the names "Aggregated Radio-Iodinated
(1131 ) Albumin (Human); Radio-
Chromated (Cr 51) Serum Albumin
(Human]; Radio-iodinated (112) Serum
Albumin (Human]; and Radio-Iodinated
(Is3] Serum Albumin (Human)".
§ 610.15 [Amended]

4. In § 610.15(a) by changing the
proper name "Poliovirus Vaccine, Live,
Oral" to read "Poliovirus Vaccine Live
Oral".

§ 610.51 [Deleted]
5. By deleting § 610.51 Periods of cold

storage.

§ 610.52 [Deleted]
6. By deleting § 610.52 Dating period.
7. By revising § 610.53, to read as

follows:
§ 610.53 Dating periods for licensed

biological products.

(a] Genejal. The following dating
periods are based on data relating to
usage, clinical experience, or laboratory
tests that establish the period beyond
which the product cannot be expected
beyond resonable doubt to yield its
specific results and retain its safety,
purity, and potency, provided the
product is maintained at the
recommended temperatures. The
standards prescribed by the regulations
in this subchapter, designed to ensure
continued safety, purity, and potency of
the products, are based on the dating
periods set forth below, and package

A B C D
LlAiwactierrs strW period Manrtackwm's storage period aebrig pertod at-e leavirg

Product 1'-S" C (("Me oheroie. 0' C ot coldt &A*= mnaraacks's storage 2"-
9a11d" ors." stam C (Woe ciers se sted)

Aderiovrm and mA~eiza wous SIK rnV ~ . NOt appicable - Scc m"AUs.
vocee oobroed adorbed

Aderowrim vacone _ Sixn ,.__ -- do _ Sixmonws
Abu e.. ...... _ . Tee yaf s -_do (a) Fie years. provided

e recomends
storage between T and 10.
C.or

(b) Three years. provided
labetg recorrmends
surage at r~crr
lefieratpze. no warner

, than "T

1. Wih 50 pero" or Ila

2 h kteWas v 50 percett

3, Products lot wihch cold
stoge coridio are

,; ppnopue,

labels shall recommend storage at the
appropriate temperatures.

(b) When the dating period begins.
The dating period for a product shall
begin on the date of manufacture, as
prescribed in § 610.50. The dating period
for a combination of two or more
products shall be no longer than the
dating period of the component with the
shortest dating period.

(c) Table of dating periods. In using
the following table, a product in column
A may be stored by the manufacturer at
the prescribed temperature and length of
time in either column B or C, plus the
length of time in column D. The dating
period in column D shall be applied from
the day the product leaves the
manufacturer's storage, provided the
product has not exceeded its maximum
storage period, as prescribed in column
B or C. If a product is held in the
manufacturer's cold storage beyond the
period prescribed, the dating period
shall be reduced by a corresponding
period.

Tte years - ,do Tth-ze yEars

E4*wee motts... - do. Eihtee rncrts

Not app~cae

4.Pawdrs and Wbets _ _NOtapcli s -"

5. Freeze-ad prodct "
a. Ur ..ooMed-..... do

b RtcomlLiled - do

A~erervc extcss&4,A Eighteen mpifh
Artax v acoe adsbe . Two yews __
Ar~sody to hepatim 8 stirce SCK rnont!M

lochraled t125.3 Not a~pcstWe

Anwca*.oder- atge -do
serurm

do E -feen morit (from date
of nwxa}ckre). provided
beatg recormands
storage at 30 C or coider.

do Five years (from dale o
marx.actxe). provided
- rc:orinds

storage at 30 C or coder.

-- do Four years (from date of
marxufaire).

do E911 orc7t (carot
exceed 5 year
uLreco-stied datng
perio.

---do Eighteen n-=re
_do- Or~e year.

----do &. . mronths.

-do Forty-fOte days (from date of
mArnani re).

do Ore yea (from date of
mWdacte) at 4-8 c
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A B C D

Manufacturer's storage period Manufacturer's storage period Dating period alter leaving
Product I 1-5

° 
C (unless otherwise 0' C or colder (unless manufacturer's storage 2!-8'

stated) otherwise stated) C (unless othbrwise stated)

Anthemophilic factor .................... do;.................. ......... do ................ , One year (frorridate of
manufacture).

Antihuman serum;
1. Liquid ......................... ......One year ..... ............. Two years.... ........_ One year.
2. Dried... .. - - _.do .. . ............do .......................... Five years.

Antirabieos zorm-.... . ... ,-do . .... ;....do . ........ .... Two years.

Antivenorn coral snake * ........... . . .......... doo.do _.-.. Fve years with an inti 10
percent excess of potency

Antivenom rattlesnake .....do do ............ .. Fi............ Fve years with an initial 10
copperhead and moccasin. percent excess of potency.

provided labeling
recommends storage at 3r
C or colder.

Antivenon widow spider...,. ............. do. ............... do .................. Five years with an inital 10
percent excess of potency.

Asparaginase ..... ..... Not applicabte. _....... .........do ....... Eighteen months from the
date of the last valid
potency test.

BCG vaccine One yoar.. ...... ... Not Spptxable....------..... Sir months.

Blood grouping serums-Ant.A
1. Liquid One yea I  ... ' Two years .......... One year.
2. Dried. ................. .....do .................................. ... do ....... -.- Five years.

Anti-A,. . -.do ............. ................ .-..do ...-. ........... ..... . . One year,

Anti-,, B:
. Liquid ........ ..... . ....do ...__................... -.... do - -.......... One year.

2 Oed ........................ ... do........................ ... do ............... 'Five years
Ant.B:

1, Liquid- _ _--.............. ..-do . ............... .do...- - One year.
2 od......................D.ri. do ............ ...... do ...................... Five years.

Anti-C:
1. Liquid ................................. ...... do ................................ do........................... ... One yer.

2. Dti ed ..................................... ......do .................................. ......do .......... ...... .......... F e years.
Ani-c do._-do........do ........... ................ One year.
Anti-CD

t. Liquid ... .. do . . ..... _do ... -- --... Oneyear.
2. Dried. -d.. do. .. ............o . ......... Fve years.

Anti-OS ........ d......do - --................... One year.
Anti-CD ... do . ..... .... do ......... .......... One year,

Anti-O
A . do......do .....................................do ............. . One year.

Ant-C . .........................do ......................... .. do ....................... One year.

Ant iy ..................do .. d.......................... o ........................ "One year.

A Di..... . do ..... ............. ......do.e...... eyear.
AntiK ....... ............... .................................. do ............................ ... One year.

Anti-DKp ........................... do.......... ............... ........ ...... do ............. ;................ One year

Anti-E
1. Liquid ........... .... do....................... ... do. ....................... One year.
2. ried .. do.... .... do .............................. Five years.

tqid........... .. d. d oo.... One year.

Ant- ............... .......... do ......... ............. ....do .. .. eyear.
Anti-F ................. ................................. ................................ One year.
Anti.. ............. . ......... ... do .................................... .. do .......... One year.
AntiN.... . .........do.. ........ ......... . ......... ............ One year.
Anti-Jk . . .................... do ............. ................... ........ One year.
Ane-J d ............. . do ........... do............................ a year.
Anti-J ..... .. ............ ....... do...... ... ... ... do ............. ............- One year.

Bloodk ...u susac A............... . .-..d... . .do. ....... TO years

An K g ............... .......................... do ...... .............. .. do ........... .............. One year.

Bo rp ba . .do ....... .. ................do . ........... One year.

B aiqi ...... ...................o.......... do___ ............ .. do -........................ One years
Clie v... .e................................ do ...... ..... ................ No App....ble . ........... . ine year.
Anti-Le*

1. Uquid............................... do ...................................... do .................. . O n e y e a r .

2. Dried .................. ........ .... ........ do .. .... ............... ...... ............... do ...... ............. ... .......... -: Fve years.

I i qui ................................ do ............... ........ .. . ...... .. ...... do ... ..................... One year,

AntiM ........ ... ... o .............. do .................... .... One years
AWtiN ................ ...................... .. ... .. ......o .............. ....-.do .................. . .......... One year.
Anti.P I ......, . ..... ... ............ ;do ....................... ................ ..................... One year.
AnUi-S ................. ........... . ........ .. ....... ...................... ...... CIO ...................... One year.

Anti-s:
C .Liqtaid ................................... do ...................... .. ............. do ........ .... One year
2. Dried .................... ,.... ......... ...... do ......................... .............. do ......... ............. .. "Five years.

AnU-U ...................................... . .......-.,..do .... ................... ... .......... '..do ............... . ........... One year.
Blood group substance AB . -.. ... . ;do ........... .......... ...... ......... ..... Ado .................. ................ Two years.

Blood group substance A ............... _do ....... ..... do ... b......lo. Two years.Blood group substance 8 .. .. .......... ...... do ............. ...................... .... ....... do ................. ............ ....... ."Two years.
Botulisrn antitoxIA ...................... ...... do .................. .............. ...... ...... do ..................... .... Fiveoyears with an initial 20

..: percent excess of potency,
Cholera vaccine ........... ... ... ........ ..... do ........................................ Not Appbcablo ................ ....... Eighteen months.
Coccidiodin..o ................................. do .......... . ......... .......... .. ...... do ................ ...................... Three years.
Collagenaso ...... ............. .............. Not applicale ................... ..d ................. ............ ........ Four years (from dat of

manufacture) provided

labeling recommends
storage at 37' C or colder.Cryopreclpitated AHF .=................... . do ................ ..... ... ... . ...... do_ ...... .... .... .... ................ Twelve months from the date

of collection of source
blood. provided labeling .,
recommends storage at
18S' C or colder.



Federal egister / Vol. 46, No. 213 / Friday, October 31, 1980 / Proposed Rules

A

Product
Manufacturer's storage period UNxitlanuteli ao , ,POd Deft peiod alw waving

1 -5 C (unless other ise 0 C or oQlduW oft nwWA We 'sc tora,*2.8
stated) olhemll stlted C (isrue ouwe sta1)

iphh tna anltoxn:
1. -_ _ __........ Oneyear...... TwO ye .... .- Fine yms a W 2'ii O

pmc*" is of pow4cy
2Dred........... -- do ...-. .... ......do . Fwe yms an tL t0

Diphthera and tetanus toxoids Two months ....... Not aplicae Fotr nortt.
and perlusse and poovwus
vaccines inactivated. adsorbed

Diphthena and tetanus toxoods
and pertussis vaccine adsorbed
and poliovins vaccine
inactivated:
1. Ifall components are Two morit .. . -+4+o ..... .. Four or<+ P&

mixed when issued.
2- If the pertusi and One year-.... . . _do One... O¢ym

porowus componernts are
unmned when issued

Diphthe and tetanus toxoids One yea .......... .. d ........ Ei te r.s
and pertussis vaccne.

Diphteria and tetanus toxoids ++ do _o.. . . . E.Ytloe maha.
and pertussix vaccine aWrte

Diphtheria and tetanius toxoods -do-. -do. - - Two years,
Diphtheria and tetanus toxoids -d ...-do Two ye

adsorbed.
Diphttena toxin for Schck esLt+_ -- do . . .do Oneyea
Diphtheria toxotd ....do o .do. - Two yeams
Diptheria toxoid adsorbed_.. -. do . .... do _ _. _ Two yeas.
Factor IX complex ...... Not applicabl. do .. ... Oi& rV (tr.dleo o

rmaralacture).
Fibrinolysi . One yea.--. Two ys-. . .. T" years.
Fxinb ioyin and ......... ..... .o+ Tloe yea prowfed llbb,

desoyabonriclease combined recommimift sorage at 30
(bovine). C or colder.

Flbrvlolysin and -- do .,_.......... .. . . Ttwee yeam promwed tai
desoxyriboruclease combined recor ,*nde sotage at 30
(bovine) with dibampenicol C or colde

Hepais B imune globulir __ Not applicable-. Not applicable Oreyear
Hepatitis B surface antigen ___ Sx mo .hs....._ ..... do -- Sec oni

1. kUnlyopl-"led coated red Not applicab3e ..-.... do--- .. I Fowlea days (kom dle ol
blood cells. marslcfrsxe

2 lodinaed (125J product _. -do .... .... do . Forlykrvedys ",mdateol

Hitopla.smi -. ..... One year .-+_: ..do Two yebm
Imnne lobu . Tee yes.. o Mir yeerms
Influenza virus vaccine ____ One yeaw..... . .. do - . EVlen mont h
Leukocyle tyQg sem (dned) - Not applicable.. . . Notapplibl _ _ Two yea s (hor dak,

milautcte)
Anti-HIL-A ....... .. do . . do ...... DO
AniHIL-A 2. ... .-.. do - .--... . Do
Ant-HIL-A 3 .... do ......... . .. do DO
Anti-HL-A 5 . do 0. . ,4o. .. . Do
Ant-HL-A. ..... ..-... do.. . .... Do
Ant-HIL-A 8 _ do ... do .. ..... .. D
Anti-HL-A 9-do _o... .. DO
Anti-HL-A 10_ ....do .--. do Do
AntiHL-A 11 .. ....... do ... .... ... ,o Do
Anb-HL-A -.... ... ..do-.... . .. ... -do, . . . . .. .
Ani-HL-A 13 -. --- do.... ... o ..... Do
Uimulus amebocyte lysate Not applicable.. ..... Not applicable ........ Eihtn ,hs (rn d

of maririackavi
Measles. mumpsand rubella vius do.. ... One w( 20 -C or ooldtr) Oneye

vaccine kve,
Measles and mnmps virus vacmie -do

we
Measles and ubella virus vacone do
live.

Measles inmune globuln Thr ee y
Measles-smallpox vaccine live Not app

Measles virus vaccine le _
Meningococcad polyascchande

vaccine group A.
1. Final bulk powder-.

2 Final container

Meningocuccapolyssechtande
vaccine group C:

l Finalbupowder--

2. lirial eontainer-

vacmie groups A and C
combined.

Mumips m-ii globulin

- -... One year ( 20 C or cold ) One Yew

.. .. Oneyer( 20 Corcoldw) Oneyewr

am Not..... Nt Wle,
.. . . . ..... do ...... ..-

do

do-

No appliable

do

-do

Three years

MTurips slki lest antigen ...........-One year

Onie yea( 20 C or cold"r)

Tree Y, it
one, year (t'c-" dale'- of

inanrtiotc)
rC vear

Eightee nf (i 20 C or Ulta*

coldk~i

- - EighleiimerAhse 20 C or WI applca~o

Not amorablel.
-.--.. .. .-do- .... .. or"f f

_.do

- do

tO Car
Wdel)

-Three yeals thcel dale fth
Wrild cc lrownf bul p*o&xt
Ks Placd A *W tr lul licn

20hte C or~
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A' B C D

Manufacturer's storage period Manufacturer's storage period Dating period after leaving
Product 11-5° C (unless otherwise 0' C or colder (unless nanufacturers storage 2'-8"

stated) otherwise stated) C (unless otherwise stated)

Mumps virus vaccine live ............. Not appricable.. . One year (-20" C or colder). One year.
Normal horse serum ............... One ye r........ Two years. .......... Five years.
Pertussis Immune globulin..._...... 'ree yoars... .. Not applicable _........ Three years from dato the

dried or frozen bulk product
is placed in final solution.

Pertussis vaccine ................ .d.L_. One Year . . . ... do Eighteen months.
Pertussis vaccine adsorbed ........ .... do do ......... Eighteen months.
Plague vaccine ............. ....... _do ..-... do.... ............. Eighteen months.
Plasma ................. ............ Not applicable--z... .do. .......... Five years from date of

collection of source blood
(-18' C or colder).

Plasma fresh frozen................ do ... ........... .-- do One year from date of
collecton of source blood
(-18" C or colder).

Plasma liquid....-., ..- do . -do . (a) Twenty-six days from date
of collection of source
blood.

(b) 40 days from the date
collection of source blood
only when CPDA-1 solution
is used as the anticoaguLant
(between 1 and 6' C). .-

Plasma plateletrlch. ................. -.. do _... . .......... ...... do... ............ Seventy-two hours from timo
of collection of source
blood (20" to 24' C or
between 1= and 6' C).

Plasma protein fraction.......... One year.-. -... do ......... (a) Five years.
(bo) Three years (provided

labeling recommends
storage at 30' C or colder).

Platelets .............................. Not appgcable.--..--. --. .... do Seventy.two hours from time
of collection of source
blood, provided labeling
r6commends storage at
20*-24" C or between 1' to
6' C.

Pneumococcal vaccine pelyvalent:
1. Final bulk powder-.......... do" ........ Fifteen months after potency Notappocable.

assay (- 20' C or colder).
2. Final container -..........do......... Not applicable -........ Two years (after date of

I , manufacture)..
PoliovirusVaccine inactivated .... One year-. ......... -- do..-.-. One year.
Poliovirus vaccine live oral, trivalent:

I.:Frozn ...................... Not appcable-.......,...-. One year (-101 C or colder). One year. provided labeling
recommends storage at a
temperature which will
maintain Ice continuously In
a solid state.

2. ;-quid .........-...... .... do ........ Not applicable-....... Thirty days, provided labeling
recommends storage
between 2 and 8' C and
container has been
unopened.

Poliovirus vaccine live oral, type 1:
1. Frozen.__-...................... do.. . One year (-10 C or colder). One year, provided labeling

recommends storage at a
temperature which will
maintain Ice continuously In
a solid state.

2. Uquid ............................. .do .. - ............. _ Not applicabfe ...... Thirty days, provided labeling
recommends storage
between 21 and 8

° 
C and

container has been
• ' unopened.

Pollovirus vaccine live oral, type II: uoed

1. Frozen........._'. -do . ..... One year (-10
°
'C or colder). One year. provided labeling

recommends storage at a
temperature which will
maintain Ice continuously In
a solid state.

2. Uqud ...................... ...do .......... ............ Not applicable ............ Thirty days, provided labeling
recommends storage
between 2 and 8' C and
container has been
unopened.

Pollovirus vaccine live oral, type lII:
1. Frozen...d .. ....,-. One year (-10 C or colder). One year. provided labeling

recommends storage at a
temperature which will
maintain ice continuously in
a solid state.

2. Liquid ..... . ......... ........... .... do.... Not applicable............-"-.- Thirty days, provided labeling
recommends storage
between 2* and 8"C end
container has been
unopened.

Polyvalent bacterial antigens with
"No U.S. standard of potency":

1. liquid ...... ... 'One year.... Not appicSble..... ....... Eighteen months.
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A B C D
Manufacturer's storage period Ww0temlW's Morege panod De Pg od-a "le

Product 1-5 C (urless otwnise 0' C or colder fg r lnuiecir a slwege 2 4
stated) ohw ee C uind cow,**e stAl

2 Dried. .... do -- do Five ea,.
Polfalent bacterial vaccines with

"No U.S. standard of polency":
1. Liquid One year -- do .. . E dw nmo .
Z Ded_. . . do . . . .. do .-... . Fv y.

Rabies amune globui.- One year -_ Not appomble. _. Oneyew
Rabies vacc

.Ded One yew-. - Two yeers meen m a.
2- Lquid TIree mot _ . Not applicable Sot morctt-

Reagent red blood cells . .. Not ap able -..... do .. .T.. ty.fNe da rs hc, e lkst
dale of co&v"o

ACD red blood cells -. do . ... do ... . (a) Tve'ti.cne days hcr
data of cdbecton of sut e
blood pcovdid Labekri
fecorrnids sorage
bethvn1 and 6' C wrx
the harrtXie seat is not
broke .uriV procesng.

(b) Twenln W hours aller

labet ecornriids
etoag between V d 6
C, it the harriet est is
broken 6-Vg processng.

CPD red blood cells . .. ... do +.do (a) Twertyone da)ys fha
dote ot cllec on of source
Mood p-oWelirg
jeceiorads slors
betweten and 6 Carx
the hwrM seal is not
broken during processing.

(b) Tw&40ur hours AlW
plaa renoval. prowied
labe"1 www " nd6
et"g bet~ee 1' "n 6'
C. mt oe hewellc "deal
broken durtug procee-g

CPDA-1 red bood calls ...- do .... _..do (a) Thily-tWe dais kom dae
o0 ooleclon o oe
bood pt-ded Weg

bekwee 1" amd IS C sed
the harimie c s not

0) Twe-,e- hours ahe,
p lasral -pvv

lorege between f lid 6-
C, I he hermetc selis
broken during rcai

Red blood cells deqyceroled-- -_do -_do . y-lour hours avew
jerwd beir swoage at
- 65" C or co dproviided
lbi- i~mm mm
icre e bltwn I and 6

Red blood cells frozen...... do _do ...... .. Thre__ _ .isr-m d&e of
ocelori ouce bWood,

provided labeliig

- 65- C or cc itr
RW'(D) .'mune gobun- ... Six month ... . .. do St morali
Rubella and murnps wus vaccine Notappkable- - Oneye r(-20'Cor colder) One ye r

Rubella wus vaccine lie .Not applicble-.-.... One yew (- 20' C or colder) One yar
Smallpox vaccine:

1. Liquid Not applcable ..... Nine mofns C 10' C or Three r-:'+sprrixAJ
cold&), d productis laK., ft+ :.re'
maintained se; glycerwieted eone at 0 C, or cctot
or equivalent vocomi in
bldk or lnl wAners.

2 Di .... _ _ Sx mont- _ _ _ Not V mCioa-Egpan ,moI
Source plsma. . Not applicab . _do n .. E u ol e n *)Toali de

the cc<econ de shell
appe r on the M as

rece linf 640' (3 (6)

Stapntococcus toso di .e ..o.o One yer .. . .. do . Two yeas
Strepto nase.__ ... __ -do---- Twoyeers-- - E-rwcfs
Streptotue-streptodorrisse:

1 Dned....__ _ .do Not applicable...~. Tieo rams
a alt....... Six mionths.. __ ___ -do--... - E4igt rro"ts ~~s

lebeki fecorind

Tetanus and diphthena toxoids One year--. --.do Tv& yea's
adsorbed $r adult use.

Tetanus antom:
1. Liquid T yr ....do.... ++. Twoan rs .. 20

percent ewse C9 potency
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A

Product

c 0
Manufacturer's storage period Manufacturer's storage period Oatng period after leaving

1 *-5" C (unless otherwise 0' C or colder (unless manufacturer's storage 2°-8
°

stated) otherwise stated) C.(unless otherwise stated)

2. Dried ............... .. d............ ... . .. . o. ....... Fve years with an initial 10
Npercent excess of potency.

Tetanus Immune globulin ... ---... c-o .. ... ...... Not applicable_-. ... Three years with an initial 10,
percent excess of potency.

Tetanus toxoid ......... . .... o... .. .. ..... .. o ... ... . .. Two years
Tetanus toxold adsorbed .- _...........do- -. _.. ... .. do ... .. .. Two years,

Thrombin .................... .. . .. . ...... Two years. .............. Three years.
Tuberculin:

1. Purified protein derivative, One year .............. Not appricable ..... ._. ._ Two years.
concentrated containing at
least 50 percent glycerin.

2. Purified protein derivative, Six months ..................... ....do .................. Onet year.
diluted.

3. Old or purified proteln, One year (not to exceed 30!. ...... do Two years. provided labeling
derivative, dded on multiple C. Do not refrigerate. recommends storage at a
puncture device. temperature not to exceed

30' C. Do not refrigerate,
Typhoid vaccine............-.-.. One year................... do ...... Eighteen months.
Typhus vaccine .... One year............... ....- do ...... Eighteen months.
Vaccnla Immune globuin............ Three years. ......... .... do... ....... Three years.
ACD whole blood .............. Not applicable....--..... _ .do ................ Twenty-one days from date ofJ

collectir, provided labeling
recommends storage
between V and 6" C.

CPD whole blood ....................... .. .-do ........ .... ...... ... do .............-.. .... . Twenty-one days from data of
collection, provided labeling
recommends storage
between 1 and 6 C.

CPDA-1 whole blood ............... ... do.......................... ......do. ............... Thirty-five days from date of
collection, provided labeling
recommends storage
between 1 and 6" C.

Hoparin whole blood ...........- do .......................... .-... do. ............... Forty-oght hours from date of
collection, provided labeling
recommends storage

- between 1' and 6' C.
Yellow favor vacclno ................ ..... do .................. One year (-20' or colder)_.. One year. provided labeling

recommends storage at 5
C or colder,

(d) Exemptions. Exemptions or
modifications shall be made only upon
written approval, in the form of an
amendment of the product license,
issued by the Director,'Bureau of
Biologics.
PART 620-ADDITIONAL STANDARDS
FOR BACTERIAL PRODUCTS

D. In Part 620:

§ 620.4 [Amended]
1. In § 620.4(g) by changing the proper

name "Poliomyelitis Vaccine" to read
"Poliovirus Vaccine Inactivated".

Subpart C-[Heading Amended]

§ 620.20 [Amended]
2. In the heading of Subpart C and the

heading afid text of § 620.20 by changing
the proper name "Anthrax Vaccine,'
Adsorbed" to read "Anthrax Vaccine
Adsorbed."

PART 630-ADDITIONAL STANDARDS
FOR VIRAL VACCINES

Subpart A-[Heading Amended]
E. In Part 630:
1. In the heading of Subpart A by

changing the proper name "Poliomyelitis
Vaccine" to read "Poliovirus Vaccine
Inactivated."

§ 630.1 [Amended]
2. In the heading of § 630.1 and in the

text of paragraphs (a) and (c) by '
changing the proper name "poliomyelitis
Vaccine" to read "Poliovirus Vaccine
Inactivated."

§ 630.2 (Amended]

3..In the'headng of § 630.2 and in
paragraph (e)(3) by changing the proper
name "Poliomyelitis Vaccine" to read.
"Poliovirus Vaccine Inactivated."

§ 630.3 [Amended]
4. In the introductory paragraphy of

§ 630.3 by changing the words
"poliomyelitis vaccine" to read
"poliovirus vaccine". ,

§ 630.4 [Amended]
5. In § 630.4(b)(1), by changing the

words "poliomyelitis vaccine" to read
"poliovirus vaccine" and in paragraph
(e)(5)(ii) by changing the word -
'ioliomyelitis" to read "poliovirus."

, 630.6 [Amended]
6. In § 630.6 by changing the proper

name "Poliomyelitis Vaccine" to read
"Poliovirus Vacine Inactivated."

Subpart B--Heading Amended]
7. In the heading of Subpart B by

changing the proper name "Poliovirus
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Vaccine, Live, Oral" to read "Poliovirus
Vaccine Live Oral."

§ 630.10 [Amended]
8. In the heading of § 630.10 and in

paragraphs (a) and (b)(2) by changing
the proper name "Poliovirus Vaccine,
Live, Oral" to read "Poliovirus Vaccine
Live Oral."

§ 630.12 [Amended]
9. In § 630.12(a)(1) and (b) by changing

the proper name "Poliovirus Vaccine,
Live, Oral" to read "Poliovirus Vaccine
Live Oral."

§ 630.13 [Amended]
10. In the heading of § 630.13 by

changing the proper name "poliovirus
Vaccine, Live, Oral" to read "Poliovirus
Vaccine Live Oral."

§ 630.18 [Amended]
11. In § 630.18 by changing the proper

name "Poliovirus Vaccine, Live, Oral" to
read "Poliovirus Vaccine Live Oral."

Subpart D--]Heading Amended]
12. In the heading of Subpart D by

changing the proper name "Measles
Virus Vaccine, Live, Attenuated" to read
"Measles Virus Vaccine Live."

§ 630.30 [Amended]
13. In the heading of § 630.30 and in

paragraphs (a) and (b)(2) by changing
the proper name "Measles Virus
Vaccine, Live, Attenuated" to read
"Measles Virus Vaccine Live."

§ 630.36 [Amended]
14. In § 630.36(d) by changing the

proper name "measles Virus Vaccine,
Live, Attenuated" to read "Measles
Virus Vaccine Live."

§ 630.37 [Amended]
15. In § 630.37 by changing the proper

name "Measles Virus Vaccine, Live,
Attenuated" to read "Measles Virus
Vaccine Live."

Subpart F-[Heading Amended)
16. In the heading of Subpart F by

changing the proper name "Mumps
Virus Vaccine, Live" to read "Mumps
Virus Vaccine Live."

j 630.50 [Amended]
17. In the heading of § 630.50 and in

paragraphs (a) and (b](2) by changing
the proper name "Mumps Virus Vaccine,
Live" to read "Mumps Virus Vaccine
Live."

§ 630.51 [Amended]
18. In § 630.51 by changing the proper

name "Mumps Virus Vaccine, Live" to
read "Mumps Virus Vaccine Live."

§ 630.52 [Amended]
19. In the heading of § 630.52 by

changing the proper name "Mumps
Virus Vaccine, Live" to read "Mumps
Virus Vaccine Live."

§ 630.56 [Amended]

20. In § 630.56(b) and (e) by changing
the proper name "Mumps Virus Vaccine,
Live" to read "Mumps Virus Vaccine
Live."

§ 630.57 [Amended]
21. In § 630.57 by changiffg the proper

name "Mumps Virus Vaccine, Live" to
read "Mumps Virus Vaccine Live."

Subpart G-Heading Amended]
22. In the beading of Subpart G by

changing the proper name "Rubella
Virus Vacine, Live" to read "Rubella
Virus Vaccine Live."

§ 630.60 [Amended]

23. In the beading of § 630.00 and in
paragraphs (a) and (d) by changing the
proper name "Rubella Virus Vaccine,
Live" to read "Rubella Virus Vaccine
Live."

§ 630.61 [Amended]
24. In § 630.61 by changing the proper

name "Rubella Virus Vaccine, Live" to
read "Rubella Virus Vaccine Live."

§ 630.62 [Amended]
25. In § 630.62(b) by changing the

proper name "Rubella Virus Vaccine,
Live" to read "Rubella Virus Vaccine
Live."

§ 630.66 [Amended]

26. In § 630.66 (b) and (d) by changing
the proper name "Rubella Virus
Vaccine, Live" to read "Rubella Virus
Vaccine Live."

§ 630.67 [Amended]
27. In § 630.67 by changing the proper

name "Rubella Virus Vaccine, Live" to
read "Rubella Virus Vaccine Live."

Subpart 1-]Heading Amended]
28. In the heading of Subpart I by

changing the proper name "Measles-
Smallpox Vaccine, Live" to read
"Measles-Smallpox Vaccine Live."

§ 630.80 [Amended]
29. In the heading of § 630.80 and in

paragraph (a) by changing the proper
name "Measles-Smallpox Vaccine, Live"
to read "Measles-Smallpox Vaccine
Live."

§ 630.84 [Amended]
30. In the introductory paragraph of

§ 630.84 by changing the proper name
"Measles-Smallpox Vaccine, Live" to
read "Measles-Smallpox Vaccine Live."

§ 630.87 [Amended]
31.In § 630.87 by changing the proper

name "Measles-Smallpox Vaccine, Live"
to read "Measles-Smallpox Vaccine
Live."

PART 640-ADDITIONAL STANDARDS
FOR HUMAN BLOOD AND BLOOD
PRODUCTS

F. In Part 640:

Subpart A-[Heading Amended]

In the heading of Subpart A by
changing the proper name "Whole Blood
(Human)" to read "Whole Blood."

j 640.1 [Amended]

2. In the heading and text of§ 640.1 by
changing the proper name "Whole Blood
(Human)" to read "Whole Blood."

3 640.2 [Amended]

3. In I 640.2(a) by changing the proper
name "Whole Blood (Human)" to read
"Whole Blood."

3640.3 [Amended]

4. In §640.3 (a) through (i by
changing the proper name "Whole Blood
(Human)" to read "Whole Blood:"

§ 640.4 [Amended]

5. In §640.4 (c) and (h) by changing
the proper name "Whole Blood
(Human)" to read "Whole Blood"; and in
paragraph (i) by changing the items
"Platelet Concentrate (Human)" and
"Platelet Concentrate" to read
"Platelets."

3640.5 [Amended]

6. In § 640.5 (a) through (e) by
changing the proper name "Whole Blood
(Human)" to read "Whole Blood"; and in
paragraph (c) by changing the item
"Anti-Rh (Anti-D) Typing Serum" to
read "Anti-D Blood Grouping Serum."

3640.6 [Amended]

7. In the heading and in the
introductory paragraph of § 640.6 by
changing the proper name "Whole Blood
(Human)" to read "Whole Blood"; and in
paragraph (c) by changing the proper
name "Whole Blood (Human), Modified"
to read "Whole Blood Platelets and/or
Cryoprecipitate Removed."

3640.7 [Amended]

8. In the introductory text of § 640.7(g)
by changing "Whole Blood (Human),
Modified" to read "Whole Blood
Platelets and/or Cryoprecipitate
Removed"; and in paragraph (g](1) by
changing the word "Modified" to read
"Platelets and/or Cryoprecipitate
Removed."
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Subpart B--Heading Amended]
9. In the heading of Subpart B by

changing the proper name "Red Blood
Cells (Human)" to read "Red Blood
Cells."

§ 640.10 - [Amended]
10. In the heading and text of § 640.10

by changing the proper name "Red
Blood Cells (Human)" to read 'Red'
Blood Cells.". --

§ 640.11 [Amended]
11. In § 640.11 by changing the proper

name "Red Blood Cells (Human)" to
read "Red Blood Cells."

§ 640.12 [Amended]
12. In § 640.12 by changing the proper

name "Red Blood Cells (Human)" to
read "Red Blood Cells."

§ 640.13 [Amended]
13. In § 640.13 by changing the proper

name "Whole Blood (Human)"-to read
"Whole Blood."

§ 640.15 [Amended]
14. In § 640.15 by changing the proper

name "Red Blood Cells (Human)" to
read "Red Blood Cells."

§ 640.16 [Amended]
15. In § 640.16 by .changihg the proper

name "Red Blood Cells (Human)" to
read "Red Blood Cells."

§ 640.17 [Amended] --

16. In § 640.17 by changing the proper
name "Red Blood Cells (Human)" to
read "Red Blood Cells"; and by changing

J the proper name "Red Blood Cells :,
(Human), Frozen" to read "Red Blood
Cells Frozen."

.§ 640.18 [Amended]
17. In the introductory paragraph of

§ 640.18 by changing the proper
name"Red Blood Cells (Human)" to read
"Red Blood Cells"; in paragraph (a) by,
changing the proper name "Whole-Blood
(Human)" to read "Whole Blood"; in
paragraph (b) by changing the proper
names"Red Blood Cells (Human).

.Frozen " and "Red Blood Cells (Human).
Deglycerolized" to read "Red Blood
Cells Frozen" and "Red Blood Cells
Deglycerolized"; and in paragraph (d) by
changing the proper name "Whole Blood
(Human)" to read "Whole Blood."

Subpart C-[Heading Amended]
18. In the heading of Subpart C by

changing the proper name "Platelet
Concentrate .Human)" to read
"Platelets."

§ 640.20 [Amended]
1 19. In the heading of § 640.20 and in

paragraphs (a) and (b) by changing the-

proper name "Platelet Concentrate

(Human)" to read "Platelets."

§ 640.22 [Amended]
20. In § 640.22(a) by-changing the

proper name "Platelet Concentrate
(Human)" to read "Platelet ."

§ 640.23 [Amended]
21. In § 640.23(a) by changing the

proper name "Platelet Concentrate
(Human)" to read "Platelets."

§ 640.24 [Amended]
22. In § 640.24(a) and (e) by changing

the proper name "Platelet Concentrate
(Human)"to read "Platelets"; in
paragraphs fb) and (d) by changing the
name "platelet concentrate" to read
"platelets"; and in pargraph (b) by
changing the word "is" to read"are".

§ 640.25. [Amended]
23. In § 640.25(a), in the introductory

text of (c) and in Cc) (1) and (2) by
changing the proper naime "Platelet
Concentrate (Human)" to read
"Platelets."

-Subpart D-[Heading Amended]
24.'In the heading of Subpart D by

changing the proper name "Single Donor
Plasma (Human)" to read "Plasma."

§ 640.30 [Amended]
25. In the heading'of § 640.30 and in

par'agraphs (a) and (b) by changing the
proper names "Single donor Plasma
(Human)" to read "Plasma" and in
paragraph (b)(2) by changing the proper
name "Whole Blood (Human)" to read
"Whole Blood."

§ 640.32 [Amended]
26. In § 640.32(a) by changing the

proper names "Single Donor Plasma
(Human), Platelet Rich' to read "Plasma
Platelet Rich"; "Single Donor Plasma
(Human)" to read "Plasma"; "Single
Donor Plasma (Human), Fresh Frozen"
to read "Plasma Fresh Frozen"; and
"Single Donor Plasma (Human), Liquid"
to read "Plasma Liquid."

§ 640.33 [Amended]
27. In § 640.33(b) by changing the

, proper name "Single Donor Plasma'.
'(Human)" to read "Plasma."

§ 640.34 [Amended]
28. In § 640.34(a) by changing the

proper names "Single Donor Plasma
(Human)" to read "Plasma" and "Single
Donor Plasma (Human), Liquid" to read
"Plasma Liquid"; in paragrah (b) by
changing the proper name "Single Donor
Plasma (Human), Fresh Frozen" to read
"Plasma Fresh Frozen"; in paragraph (c)
by changing the proper name "Single.
Donor Plasma (Human), Liquid" to read

"Plasma Liquid": in paragraph (d) by
changing the name "Single Donor
Plasma (Human), Platelet Rich" to road
"Plasma Platelet Rich"; in the
introductory text of paragraph (a) by
changing the proper name "Single Donor
Plasma (Human)" to read "Plasma" and
by changing the proper names "Platelet
Concentrate (Human)" to read
"Platelets", and "Cryoprecipitated
Antihemophilic Factor(Human)" to read"Cryoprecipitated AHF"; in paragraph
(e)(1) by changing the proper names
"Platelet Concentrate (Human)" to read
"Platelets", aid "Single Donor Plasma
(Human), Fresh Frozen" to read "Plasma
Fresh Frozen"; in paragraph (e)(2) by
changing the proper names
"Cryoprecipitated Antihemophilic
Factor .(Human)" to read
"Cryoprecipitated AHF", and "Single
Donor Plasma (Human)" to read
"Plasma"; in pargraph (e)(3) by changing
the proper names "Platelet Concentrate
(Human)" to read "Platelets",
"CryoprecipitatedAntihemophilic
Factor (Human)" to read
"Cryoprecipitated AHF", and "Single
Donor Plasma (Human)" to read
"Plasma"; and in paragraph (g)(2) by
changing the proper names "Single
Donor Plasma (Human), Platelet Rich"
to read "Plasma PlateletRich" and
"Single Donor Plasma (Human), Liquid"
to read "Plasma Liquid."

§ 640.35 [Amended]
29. In the introductory paragraph of

§ 640.35 by changing the proper name
"Single Donor Plasma (Human)" to read
"Plasma"; and in paragraph (s) by
changing the proper name "Whole Blood
(Human)" to read "Whole Blood."

Subpart F-lHeading Amended]
30. In the heading of Subpart F by

changing the proper name
"Cryoprecipitated Antihemophilic
Factror (Human)" to read
"Cryoprecipitated AHF."

§ 640.50 [Amended]
31. In, the heading of § 640.50 and in

paragraphs (a) and (b) by changing the
proper name"Cryoprecipitated
Antihemophilic Factor (Human)" to
read"Cryoprecipitated AHF."

§ 640.52 [Ameidedl
32. In § 640.52(a) by changing the

proper names"Cryoprecipitated
Antihemophilic Factor (Human)" to
read"Cryoprecipitated AHF" and
"Platelet Concentrate (Human)" to read
"Platelets."

§ 640.53 [Amendedl
33. In § 640.53 (a) and (c) by changing

the proper name "CryQprecipitated

l , l 
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Antihemophilic Factor (Human)" to read
"Cryoprecipitated AHF."

§ 640.54 [Amended]
34. In § 640.54(a)(3), (b)(1), and (b)(3)

by changing the proper name
"Cryoprecipitated Antihemophilic
Factor (Human)" to read
"Cryoprecipitated AHF."

§ 640.55 [Amended]
35. In § 640.55 by changing the proper

name "Cryoprecipitated Antihemophilic
Factor (Human)" to read
"Cryoprecipitated AHF".

§ 640.56 [Amended]
1 36. In § 640.56 paragraphs (a), (b), and
(c)(1) by changing the proper name
"Cryoprecipitated Antihemophilic
Factor (Human)" to read
"Cryoprecipitated AHF."

Subpart G--{Heading Amended]
37. In the heading of Subpart G by

changing the proper name "Source
Plasma (Human" to read "Source
Plasma."

§ 640.60 [Amended]
38. In the heading and text of § 640.60

by changing the proper name "Source
Plasma (Human)" to read "Source
Plasma."

§640.63 [Amended]
39. In § 640.63(a) by changing the

proper name "Source Plasma (Human)"
to read "Source Plasma."

§ 640.64 [Amended]
40. In the heading of § 640.64 and in

paragraphs (a) and (c) by changing the
proper name "Source Plasma (Human)"
to read "Source Plasma."

§ 640.67 [Amended]
41. In § 640.67 by changing the proper

name "Source Plasma (Human)" to read
"Source Plasma."

§ 640.68 [Amended]
42. In § 640.68(a), (b) and (c) by

changing the proper name "Source
Plasma (Human)" to read "Source
Plasma."

§ 640.69 [Amended]
43. In § 640.69(a), (b) and (c) by

changing the proper name "Source
Plasma (Human)" to read "Source
Plasma."

§ 640.70 [Amended]
44. In the introductory text of

§ 640.70(a) by changing the proper name
"Source Plasma (Human]" to read
"Source Plasma" and in paragraph (b)
by changing the proper names "Source
Plasma (Human)" and "Source Plasma

(Human), Salvaged" to read "Source
Plasma" and "Source Plasma Salvaged",
respectively.

§ 640.71 [Amended]
45. In § 604.71, in the introductory text

of paragraphs (a] and (b), and paragraph
(b)(1) and (2], by changing the proper
name "Source Plasma (Human)" to read
"Source Plasma,"

§ 640.72 [Amended]
46. In § 640.72(a)(1) and (b) by

changing the proper name "Source
Plasma (Human)" to read "Source
Plasma."

§ 640.74 [Amended]
47. In the heading of § 640.74 and in

paragraph (a) by changing the proper
name "Source Plasma (Human)" to read
"Source Plasma" and in paragraph (b)
by changing the proper name "Liquid
Source Plasm (Human)" to read "Source
Plasma Liquid."

§ 640.75 [Amended]
48. In § 640.75 by changing the proper

name "Source Plasma (Human)" to read
"Source Plasma."

§ 640.76 [Amended]
49. In § 640.76(a), (b). and (c) by

changing the proper name "Source
Plasma (Human)" to read "Source
Plasma" and by changing the proper
name "Source Plasma (Human),
Salvaged" to read "Source Plasma
Salvaged."

Subpart H-[Heading amended]

50. In the heading of Subpart H by
changing the proper name "Normal
Serum Albumin (Human)" to read
"Albumin."

§ 640.80 [Amended]
51. In the heading of § 640.80 and in

paragraph (a), introductory text of (b)
and (b)(1) by changing the proper name
"Normal Serum Albumin (Human)" to
read "Albumin."

§640.81 [Amended]
52. In § 640.81 [e) and (g) by changing

the proper name "Normal Serum
Albumin (Human)" to read "Albumin."

§ 640.82 [Amended]
53. In § 640.82(f) by changing the

proper name "Normal Serum Albumin
(Human)" to read "Albumin."

§ 640.85 [Amended]
54. In the introductory paragraph of
6 040.85 by changing the proper name

"Normal Serum Albumin (Human)" to
read "Albumin."

1640.86 [Amended]

55. In § 640.86 by changing the proper
name "Normal Serum Albumin
(Human)" to read "Albumin."

Subpart l-[Heading Amended]

56. In the heading of Subpart I by
changing the proper name "Plasma
Protein Fraction (Human]" to read
"Plasma Protein Fraction."

§ 640.90 [Amended]

57. In the heading of § 640.90 and in
paragraph (a). introductory text of (b],
and (b)(1) by changing the propername
"Plasma Protein Fraction (Human)" to
read "Plasma Protein Fraction."

§ 640.91 [Amended]

58. In § 640.91 (e) and (g) by changing
the proper name "Plasma Protein
Fraction (Human)" to read "Plasma
Protein Fraction."

1 640.92 - [Amended]

58. In § 640.92(f) by changing the
proper name "Plasma Protein Fraction
(Human]" to read "Plasma Protein
Fraction."

1640.95 [Amended]

60. In the introductory paragraph of
1 640.95 by changing the proper name
"Plasma Protein Fraction (Human)" to
read "Plasma Protein Fraction."

1 640.96 [Amended]

61. In § 640.96 by changing the proper
name "Plasma Protein Fraction
(Human)" to read "Plasma Protein
Fraction."

Subpart J-[Heading amended]

62. In the heading of Subpart J by
changing the proper name "Immune
Serum Globulin (Human)" to read
"Immune Globulin."

1640.100 [Amended]

63. In the heading of § 640.100 and in
paragraphs (a) and (b) by changing the
proper name "Immune Serum Globulin
(Human)" to read "Immune Globulin."

1640.101 [Amended]
64. In § 640.101(e)(3) by changing-the

proper name "Measles Virus Vaccine,
Live, Attenuated" to read "Measles
Virus Vaccine Live"; and in paragraph
(0 by changing the proper name
"Immune Serum Globulin (Human)" to
reed "Immune Globulin."

j 640.102 [Amended]
65. In the heading of § 640.102 and in

paragraph (d) by changing the proper
name "Immune Serum Globulin
(Human)" to read "Immune Globulin."

IlL I--I I ... . .... ..
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§ 640.104 [Amended]
66. In § 640.104(b)(2) by changing the

proper name "Measles Virus Vaccine,
Live, Attenuaed" to read "Measles Virus
Vaccine Live."

Subpart K-[Heading Amended]
67. In the heading of Subpart K by

changing the proper name "Measles
Immune Globulin (Human)" to read
"Measles Immune Globulin."

§ 640.110 [Amended]
68. In the heading of § 640.110 anid in

paragraphs (a) and (b] by changing the
proper name "Measles Immune Globulin
(Human)" to read "Measles Immune
Globulin."

§ 640.112 [Amended]

69. In the heading of § 640.112 and in,
paragraph (e) by changing the proper
name "Measles Immune Globulin
(Human)" to read"Measles Immune
Globulin."

PART 660-ADDITIONAL STANDARDS
FOR DIAGNOSTIC SUBSTANCES FOR
LABORATORY TESTS

G. In Part 660:

§ 660.23 [Amended]

1. In § 660.23(a) by changing the
proper name "Reagent Red Blood Cells
(Human)" to read "Reagent Red Blood
Cells."

2. In § 660.25 by revising paragraph
(a](5)(iii), to read as follows:

§ 660.25 Potency test without reference
preparations.

(a) f * *
(5)
(iii) For Anti-U, Anti-Kpa, Anti-Kpb,

Anti-isa,' Anti-Fyb, Anti-N, Anti-Lea.
Anti-Leb. Anti-Dia, Anti-Mg Anti-]kt, and
Anti-Cog, at least 2+ reaction with
undiluted serum.

3. In § 660.28 by revising paragraph, (d)
to read as follows:

§ 660.28 Labeling.

(d) Names of antibodies.

Blood group designation for Optional snonym for

container lab l package label and package
-e ae insert

Anti-A Noe
Anti-A.... ... . . Do.
Anti-A ............... Do.

Anti-A.B ... Do.
Anti-D? . . ......... (Antl-Diego'l.
Anti-Fy .................... . (Ant-Dull). "
Anti-Fy ......... (Antl-Dutfyb.
Ant-I ............. None.
Anti-Jk". ....... (Anti-Kidd').
Ard-Jk .......... .. ._-_ (Ant4Cddll.
An.K... .. _-. (Anti-Kell).
Anti-k .......... ....... (Anti-Celano).

Blood rR deon for Optional synonym for
n r labe and packagecota~erlabl insert ,

An-K .......... (Anti-Penney).
Anti.Kpb.-.. - (Anti-Rautnberg).
AntI-Le*_. - (Anti-Lo -).

Anti-C.e......... (Antl-Rew.sJ.

Anti- .......... (Anti-e).
And'N Do.
An. . (Ant-Gfeathe .
Anti-P, None.

Anti-D_...' ._ _ (Anti-Rh).
A n i- D .. .. . . .. ... (A n ti-rh ).
Anti-5................... one(An-R).
Antl-CDE ............ ... (AnDi-Rh-J.

An -E --............ . . (A Dh'.Antic .. . .(Aunt .'W
Ant"-.- - -. (Anf-lrwl.
AnU-c- ..... .(Anti-rh-
Anti-S.._.-. None.

AntiS. ..... .. . . ,._ Do.
Anti-..... . .------- Do.
Anti-sv_. (,Aemt-Sutter).
-. None.

Interested persons may, on or before
December 30,1980 submit to the Dockets
Management Branch (formerly the
HearingClerk's office) (HFA-305], Food
and Drug Administration, Rm. 4-62, 5600
Fishers Lane, Rockville, MD 20857,
written comments regarding this
proposal. Four copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
Dockets Management Branch docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

In accordance with Executive Order
,'12044, as amended by Executive Order

12221, the economic effects of this '
proposal have been carefully analyzed,
and it has been determined that the
proposed rulemaking does not involve
major economic consequences as
defined by that order. A copy of the
regulatory analysis assessment
supporting this determination is on file
with the Dockets Management Branch,
Food and Drug Administration.

Dated: October 17. 1980.

William F. Randolph,- -
Acting Associate Commissionerfor
Regulatory Affairs.
IFR eoc. 80-33509 Flqd IO-30-80:a:45 arI,
B.LUNG CODE 4110-03-M

21 CFR Parts 606 and 640

[Docket No. 80N-0120]

Current Good Manufacturing Practice
for Blood and Blood Components;
:Uniform Blood Labeling
AGENCY: Food and Drug Administration.
HHS.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) proposes to
amend the biologics regulations by
revising the labeling requirements for
blood and blood components. The
proposed revisions simplify and reduce
the amount of information required on
the container label. Machine-readable
encodement of the critical information
on the container label would be
required. This document also announces
the availability of a guideline describing
the specifications for a uniform
container label complying with the
proposed rules. The proposed revisions
and guidelines were developed in
response to the recommendations of tho
American Blood Commission's
Conimittee for Commonality in Blood
Banking Automation.
DATE: Comments by December 30, 1980.
FDA proposes that any final regulation
issued under this proposal be effective I
year after the date of publication of the
final regulation. The final regulation
would apply to the labeling for all blood
and blood components collected oh or
after the effective date.
ADDRESS; Written comments and
requests for a single copy of the
guideline to the Dockets Management
Branch (formerly the Hearing Clerk's
office] (HFA-3OS), Food and Drug
Administration, Rm. 4-62, 5600Fishers
Lane. Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT:
Steven F. Falter, Bureau of Biologics
(HFB-620), Food and-Drug
Administration, 8800 Rockville Pike,
Bethesda, MD 20205, 301-443-1300.
SUPPLEMENTARY INFORMATION:

Introduction
In 1974, members of the private sector,

including representatives of blood banks
and the medical community, developed

.a long-term plan to implement the
Department of Health and Human
Services' (DHHS) National Blood Policy
(NBP). This plan, the NBP, and related
documents were published in the
Federal Register of May 28,1974 (39 FR
18614). Both the implementation plan
and NBP set the regionallzation of blood
banks and transfusion services as a high
priority to enhance regional and
interregional resource-sharing and to
more efficiently collect, process,
distribute, and utilize a region's blood
supply. Regionalization involves the
increased centralization of blood
collection and processing and
consequent growth in the work-load of
regional centers. These factors
predispose toward the development and
implementation of an automated data
processing system to achieve rapid and
accurate product distribution,

L I "" ' ' =
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particularly for components such as
platelets and granulocytes with dating
periods measured in hours. To
efficiently implement blood banking
computerization, a nationally
compatible system of encoding label
information is necessary. The
development of compatible equipment
for the automation of blood banking
requires the uniform placement of the
encoded information, and. to assist in
the gradual conversion to automation.
the uniform placement of the analogous
eye-readable information.

Blood and blood components are
biological products subject to regulation
under section 351 of the Public Health
Service Act (42 U.S.C. 262) and are also
drugs within the meaning of section
201(g)(1) of the Federal Food. Drug. and
Cosmetic Act (21 U.S.C. 321fg)(1)). The
products are governed by the applicable
provisions of Parts 600 through 680) of
the biologics regulations. Section 606.120
(21 CFR 606.120) prescribes the labeling
requirements applicable to all licensed
and unlicensed blood and blood
component products. Part 640 (21 CFR
Part 640) includes additional labeling
requirements for specific blood
products. Many blood establishments
have printed custom labels which, while
fully in compliance with the regulations,
vary significantly in format and
wording. This disparity in the wording
and positioning of information, when
considered in conjunction with the
amount of information required on the
container label, significantly decreases
the readability of the label, and may be
confusing to a user who is unfamiliar
with an individual manufacturer's
labels. Also. FDA and members of the
private sector agree that the large
amount of required information on the
container label may obscure information
that is absolutely necessary for the
proper processing and administration of
the product.

With extensive cooperation and
support from the private sector. FDA has
developed the revised labeling
requirements now being proposed. FDA
believes that the proposed regulations
and the guideline now being made
available will provide for the continued
safe handling and administration of the
products so labeled. In addition, the use
of uniform labeling by all blood
establishments will facilitate regional
and interregional sharing of the Nation's
blood supply, thereby promoting the
efficient use of this valuable resource.

Background

in June 1974, the Committee for
Commonality in Blood Banking
Automation (CCBBA) was crea4ed with
volunteers from all areas of the medical

community with personnel from FDA
participating. In 1975 the CCBBA was
incorporated as a task force within the
American Blood Commission (ABC). As
part of its efforts, the task force
undertook to: (11 Review the container
label requirements for blood and blood
components and recommend a revised
simplified container label suitable for
use by all blood establishements: (2)
select the machine-readable code most
serviceable for the blood service
industry;, and (3) select the key
information for inclusion in both eye-
and machine-readable form on the
container label

In its deliberations, the CCBBA
recognized that an important benefit of
simplified uniform labeling would be to
decrease the incidence of human error
due to the mislabeling or misreading of a
blood product's container label, thereby
decreasing the probability of an
incompatible blood transfusion, a major
danger in hemotherapy. Similarly.
development of an automated data
processing system would permit, at each
step of the blood collection/
administration process, computer
confirmation of the information
necessary for the safe and compatible
transfusion of the product.

With these factors in mind, CCBBA
created a prototype label. Samples of
this label, modified to meet FDA
regulations, were sent to 16 blood
establishments for their use and
comment. Revised final label
recommendations were then presented
to FDA for approval. The CCBBA kept
the interested public informed of its
progress by newsletter, lecture, and
other media forms. Also, representatives
presented their findings to the Bureau of
Biologics advisory committee, the Panel
on Review of Blood and Blood
Derivatives. Thil proposal and the
guideline being made available are
based on CCBBA's recommendations as
contained in its Final Report. Copies of
CCBBA's Final Report. printed in seven
volumes, are available from the
American Blood Commission, 1901
North Ft. Meyer Drive. Suite 300.
Arlington. VA 22209 and are also on file
for public inspection with the tlearing
Clerk. FDA.
Availability of Guideline

Members of the Nation's blood
services complex are voluntarily
participating in a program to convert
from custom labels to a standardized
container label format suitable for -
automated data processing. This format
is intended for use by all blood
establishments, licensed and unlicensed.
in labeling blood and blood components.
To assist in this conversion, the Bureau

of Biologics at FDA is making available
"Guidelines for the Uniform Labeling of
Blood and Blood Components." This
guideline describes in detail a
standardized container label that is
suitable for all blood and blood

-components intended for transfusion
and that is in compliance with the
revised labeling requirements proposed
in this document. Instructions for the
printing and use of the preferred bar-
code system selected by CCBBA arp
described in the guideline. Standard ink
colors are identified for use in printing
the container label and other auxiliary
labels, and for color coding the ABO
blood group on the blood grouping
portion of the container label

FDA is encouraging voluntary
compliance with the revised labeling
requirements proposed in this document,
therefore., the guideline may be used -
immediately in printing new
standardized labels. However, the
guideline may be revised at the time of
publication of the final rule in response
to comments received or any changes in
the labeling requirements contained in
the final rmdes. FDA urges that, by the
effective date of the final rules, all
establishments labeling blood and blood
components convert to the standard
label described in the final guideline.
Instructions for obtaining a copy of the
guideline and for the submission of
comments are given at the end of this
document.

The Proposed Rules

Throughout the remainder of this
document, including the proposed rules.
blobd and blood products will be
identified by their new proposed proper
names. The new proper names are
proposed elsewhere in this issue of the
Federal Register, along with new proper
names for other biological products. In
many cases. such as for Whole Blood
(Human). the proper name has been
revised only by deleting the
parenthetical word "Human"; however.
for several products more extensive
revisions to the proper names were
proposed. For example, in this
document. Whole Blood (Human).
Modified is identified as "Whole Blood
Platelets and/or Cryoprecipitate
Removed": Single Donor Plasma
(Human) as "Plasma Frozen"; Single
Donor Plasma (Human), liquid as
"Plasma Liquid"; Platelet Concentrate
(Human) as "Platelets"; and
Cryoprecipitated Antihemophilic Factor
(Human) as "Cryoprecipitated AHF."

In its review of the container label.
the CCBBA task force evpluated each
required label element to determine
whether
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(a) It contributed to safety in the
processing of, the product, or

(b) Provided a necessary, immediate,
and essential caution in the
administration of the product.

Those elements meeting the above
criteria are proposed for inclusion on the-
container label in § 606.121. The
remaining elements will be either
required in the instruction circular, as
prescribed in proposed J 606.122, or
omitted entirely if the information was
determined to be obsolete, or not"
necessary for the proper use of the
product.

Some new or revised elements are
proposed for inclusion on the container
label. As discussed earlier, the
paramount objective of the CCBBA task
force was to develop an automated data
processing system serviceable to the'
blood banking'community. Proposed
§ 606.121(c)(12) (i) through (v) prescribes
the information the task force
determined should be in both eye- and
machine-readable form. The "collection
center identifier" is based on the
establishment's registration number,
assigned by FDA. Space is reserved on
the uniform container label for the
inclusion of an encoded collection date,
which may be iseful for computerized
facilities in inventory control. Because
inexpensive on-site bar-code printers
tire not yet widely available, the
encoding of the collection date will be
optional. Although not required,
establishments may encode information
on the labels of blood or plasma.
products intended for further
manufacturing use. Proposed -
§ 606.121(c)(13) permits the submission
of other encoding plans to the Directoi',
Bureau of Biologics; howevbr, the
agency emphasizes that the full benefit
of automated data processing is
contingent on the nation-wide use of a
uniform encoding system. FDA
recognizes that rapid obsolescence is
intrinsic in a developing technology such
as automated data processing and will
continue to review existing labeling
procedures to ensure that blood product
labeling requirements remain in step
with modern techrology.

In several cases, labeling
requirements are being revised to reflect
proposed amendments to the Whol& -
Blood additional standards (21 CFR Part
640, Subpart A), published elsewhere in
this issue of the Federal Register. A
provision of that proposal would require
that the blood of previously pregnant or
transfused donors be tested to detect
significant unexpected antibodies.
Section 606.12!(e)(1)(iii), (2)(ii), and (4),
would require that any significant
unexpected gintibodies found be listed
on the container labels of Whole Blood,

Plasma and Red Blood Cells (except for
the frozen, deglycerolized or wasahed
Red Blood Cell products) prepared from
that donor. Should no unexpected
antibodies be found, this-label element -
may be omitted.

Proposed § 606.121(c)(11) (i), (ii), and
(iii] describe the criteria for labeling a
product with the Rh group of the donor.
As proposed, all blood and blood
components intended for transfusion
must be labeled with the Rh blood
group. Previously, Rh group labeling was
not required for Plasma and
Cryoprecipitated AHF, because it was
not generally considered essential for
the safe transfusion of these products.
On rare occasions when small amounts

.of red cell remnants are present, the
transfusion of Rh positive Plasma to Rh
negative persons has been reported to
result in Rh allo-antibody production.
Therefore, some clinicians believe that
only'Rh negative units should be used
for transfusion patients, such as
potentially child-bearing Rh negative
females, for whom the consequiinces of
immunization are most serious. In
addition, the uniform blood group labels
described in the guideline include-both
ABO and Rh information on one label;
therefore, it would be more burdensome
for the user to delete the Rh portion than
to include the Rh'group which, under
§ 640.5(c) (21 CFR 640.5(c)), is already
known for the donor. The wording of the
provision is revised to reflect the revised
Whole Blood standards which would
require the testing of D-negative blood
for the Du antigen variant.

Proposed § 606.121(d)(1) would
require a standard printing scheme for,
designating Rh positive and negative
blood. The printing of the Rh positive
and negative groups in contrasting forms
will provide an additional safeguard
against the mislibeling or misreading of
this important information.

In proposed § 606.121(d)(2), a revised
color scheme is prescribed for optional
use in differentiating ABO blood groups.
As noted by the CCBBA, the current
color scheme d6es not correspond with
the optional color scheme described for
Blood Grouping Sera in § 660.28(a) (21
CFR 660.28(a)) and may be confusirig to
individuals handling both types of
products. The proposed color scheme is
more closely correlated to that used for
Blood Grouping Sera. To forestall
confusion, FDA is proposing in
g 606.121(d)(3) that there be an interim
transition period during which no color
coding would be permitted. This will
allow the introduction of the revised
color codes without bverlap or conflict
with the color coding now inuse. The
transition period would be for I year

beginning on the effective date of the
final rules. The final rules would become
effective 1 year after the date of
publication in the Federal Register.
Thus, the proposed color coding could
be optionally introduced 2 years after
the date of publication of tpe final rules
in the Federal Register.

Proposed § 606.121(d)(4) would
require that the colors used for the
optional ABO group color coding be a
visual match to specific color samples
designated by the Director, Bureau of
Biologics. Thp colors were selected from
a coloring system readily available to
printers. The colors are'identical to the
shades of blue and yellow previously
selected for use in the Blood Grouping
Serum color coding system. The coloring
system and the selected colors are
identified in the guidelines and in a
separate memorandum filed under the
docket number of this document and are
available upon request from the Hearing
Clerk, Food and Drug Administration,
.Colors in other coloring systems will be
visually matched and identified upon
request and submission of the coloring
system to the Director, Bureau of
Biologics.

The guideline describes a number of
special labels recommended for use In
simplying with the labeling requirements
proposed under § 606.121 (f), (h) and (i)
and for other purposes not addressed in
the proposed regulations. For each
special label described,'the guideline
recommends a specific color as an aid in
identifying the type of special label
being used. Under proposed
§ 606.121(d)(5),,persons using color-
coded special labels must either use the
color coding system described in the
guidelines or, prior to-use, obtain the
approval of the Director, Bureau of
Biologics for the use of alternative color
coding. By this means, FDA Intends to
prevent the use of color schemes
conflicting with those described in the
guidelines, and which may result in the
misidentification on a special label,

Proposed § 606.121(h) prescribes the
special labeling instructions for products
shipped in an emergency situation, prior
to completion of the required tests, This
special label is revised from that
previously required under § 640.7(f) (21
CFR 640.7(f)). In the proposed revisions
to the Whole Blood standards, revised
criteria are prescribed for the emergency
shipment of blood, including a
requirement that the shipping facility
document In writing the circumstances
necessitating the emergency shipment,
Because this written record includes the
name of the receiving facility, this
information need no longer be on the
container label. Previonsly, the
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statements "Do not use until test results
received from (name of licensee)" and
"Perform crossmatch" were required on
the special label for blood shipped in an
emergency. In lieu of the former
statement, the special label would
include the results of any tests
completed before shipment and an
indication of those tests not completed
before shipmenL The wording is revised
in recognition that the attending
physician may determine that it is
necessary to transfuse the blood before
all test results are received. However,
all tests results must be forwarded as
soon as testing is completed. The
statement "Perform Crossmatch" has
been deleted as unnecessary because.
under § 606.151(e) (21 CFR 606151(e)).
the receiving facility's standard
operating procedure for compatibility
testing must describe the procedures to
expedite transfusions in life-threatening
emergencies, including the procedures
for performing a crossmatch.

The proposed revised Whole Blood
standards permit the collection of blood
for autologous use from patients failing
to meet one or more donor suitability
requirements, providing certain criteria
are met. Proposed § 606.121(i) prescribes
labeling which would differentiate blood
collected from these patients, which is
only suitable for autologous use. from
blood collected from suitable donors for
autologous purposes but which is
equally suitable for homologous use. In
the latter case, only a tie-tag or other
special label need be used to identify
the patient, date of collection, and the
blood's intended autologous use. Blood
from a patient failing to meet the donor
suitability requirements or that is
positive for hepatitis B surface antigen
(HBsAg), must be permanently labeled
on the final container with the statement
"FOR AUTOLOGOUS USE ONLY" to
preclude the erroneous use of the
product for a homologous transfusion.

FDA advises that some of the
provisions cross-referenced in proposed
§ 606.121(h) and (i) are being revised
and redesignated in the proposed
revised Whole Blood standards. Section
606.121(h) and (i) will be amended as
appropriate in the final rules to
reference the new, redesignated
provisions.

For final products intended for
transfusion, the information required for
inclusion in the instruction circular is
prescribed in proposed § 606.122. Many
of the items proposed for this section
were previously required on the
container label, and per CCBBA's
recommendations would now be
required in the instruction circular. In
addition, several new cautions or

instructions to the user are proposed
where the agency has determined that
the additional information is necessary
to insure that the products are used
according to best current medical
practice.

Although the requirements of this
section are separated according to
product, all the required information
may be integrated into one common
circular for use with all blood and blood
component products. Such a circular has
been jointly prepared by the American
Association of Blood Banks and the
American National Red Cross. This
Circular of Information for the Use of
Human Blood and Blood Components is
approved for use by the agency and is
becoming the ,oluntary. uniform
standard for the blood service
community.

Several other amendments are
proposed for clarity and continuity.
Revised § 606.120 contains only
previously existent requirements
concerning the general procedures for
labeling blood and blood components.
The sections of Part 640 pertaining to the
labeling of blood and blood components
are being deleted. Section 640.70.
concerning the labeling requirements for
Source Plasma, is being amended to
exempt Source Plasma from the labeling
requirements of this proposaL

Because this proposed rule represents
a substantial revision from the labeling
currently required. the agency proposes
that any final regulation issued under
this proposal be effective 1 year after
the publication of the final regulation.
The final regulation would apply to the
labeling for all blood and blood
components collected on or after the
effective date.

FDA is permitting the immediate
voluntary use of labels and Instruction
circulars complying with this proposed
regulation except that the proposed
ABO blood group color coding under
§ 606.121 (d)(3) may not be used until the
specified effective date. The new
container label is intended for use only
in conjunction with a revised instruction
circular meeting the requirements of
proposed § 606.122. Therefore, the
revised instruction circular must be
available concurrent with the use of the
new container label. Licensed _
establishments may begin using the new
label without its prior review and
approval by FDA, provided the label is
printed in accordance with the
specifications described in the guideline.
Concurrent with its use, licensed
establishments should submit the
revised label and instruction circular to
the Director, Bureau of Biologics as an
amendment to their product license(s).

Pertinent background data on which
the agency relies in proposing these
amendments are on public display in the
Dockets Management Branch. Food and
Drug Administration. Rm. 4-62, 5600
Fishers Lane. Rockville, MD 20857.

The agency has determined that under
proposed § 25.24(d)(13) (published
December 11, 1979.44 FR 71742). this
action is of a type that does not
individually or cumulatively have a
significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

Therefore, under the Federal Food.
Drug. and Cosmetic Act (secs. 201,501.
502 701.52 Stat. 1040-1042 as amended,
1049-1050 as amended. 105G-1051 as
amended, 1055-1056 as amended (21
U.S.C. 321. 351. 352. 371)) and the'Public
Health Service Act (sec. 351,361.5a
Stat. 702 as amended. 703 (42 U.S.C. 262.
264)) and under authority delegated to
the Commissioner of Food and Drugs (21
CFR 5.1). it is proposed that Parts 606
and 640 are amended as follows:

PART 606-CURRENT GOOD
MANUFACTURING PRACTICES FOR
BLOOD AND BLOOD COMPONENTS

1. In Part 606:
a. By revising § 606.120 to read as

follows:

§ 606.120 Labeling, general requirements
(a) Labeling operations shall be

separated physically or spatially from
other operations in a manner adequate
to prevent mixups.

(b) The labeling operation shall
include the following labeling controls:

(1) Labels shall be held upon receipt,
pending review and proofing against an
approved final copy, to assure accuracy
regarding identity, content, and
conformity with the approved copy.

(2) Each type of label representing
different products shall be stored and
maintained in a manner to prevent
mixups, and stocks of obsolete labels
shall be destroyed.

(3) All necessary checks in labeling
procedures shall be utilized to prevent
errors in translating test results to
container labels.

(c] All labeling shall be clear and
legible.

b. By adding new §§ 606.121 and
606.122, to read as follows-."

§ 606.121 Container Label
(a) The following container label

requirements are designed to facilitate
the use of a uniform container label for
blood and blood components (except
Source Plasma) by all blood
establishments. "Guidelines for the
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Uniform Labeling of Blood and Blood
Components" is available upon request
from the office of the Hearing Clerk,
Food and Drug Administration.

(b) Th6 label provided by the
collecting facility and the initial
processingfpjlity'shall not be removed,
altered, or obs'cured, except that the
label may be altered to indicate the
proper name and other required labeling
information for the contents remaining
in a container-after blood components
have been removed.

(c) The container label shall include
the following information as well as
other specialized information, as
required in this section for specific
products:

(1) The prooer name of the product in
a prominent position.

(2) The name, addtess, and, if
licensed, the license number of each
manufacturer.

•(3) The donor, pool, or lot number
relating the unit to the donor.

(4) The expiration date, including the
day and year, and, if applicable, the
hour.

(5) The appropirate donot
classification statement, "paid donor,"
or "volunteer donor," in no less
prominence than the proper name of the
product.

(i) A paid donor is a person who
receives monetary payment for a blood
donation.

(ii) A volunteer donor is a person who
does not receive monetary payment for
a blood donation.

(iii] Benefits, such as time off from
work, membership in blood assurance
programs, and cancellation of
nonreplacement fees that are not readily
convertible to cash, do not constitute
monetary payment within the meaning
of this paragraph.

(6) For Whole Blood, Plasma,
Platelets, and partial units of Red Blood
Cells, the volum6 of the product,
accurate to within ± 10 percent. -

(7) The recommended- storage
temperature.

(8) If the product is intended for
transfusion, the statements:

(i) "Caution. Federal law prohibits
dispensing without pre.cription". -

(ii) "See circular of information for
indications, contraindications, cautions,
and methods of infusion".

(iii) "Properly identify intended
recipient".

(9) The statement: "This product may
transmit the agent of hepatitis".

(10) The name and volume of source
material, when applicable.

(11) The,statement: "Caution: For
Manufacturing Use Only", when
applicable.

. (12) If the product is intended for
transfusi6n, the'ABO and Rh groups of.
the donor shall be designated
conspicuously. The Rh group shall-be
designated as follows: I

(i),If the test using AntiilDBlood
Grouping Serum is positive,'the product
shall b labeled: "Rh positive .

(ii) If the test using Anti-D Blood
Grouping Serum is negative but the test
for Du is positive, the product shall
labeled: "Rh Dositive".

(iii) if the test using Anti-D Blood
Grouping Serum is negative and the test
for Du is negative; the product shall be
labeled: "Rh negative".

(13) For products intended for
transfusion, the container label shall
bear encoded information in the form of
machine-readable symbols approved for
use by the Director, Bureau of Biologies.
Machine-readable symnbols are .
optional for products intended only for
further manufacturing use, The encoded
information shall adequately identify
the following:

(i) Proper name of the product.
(ii) Type of anticoagulant (for whole

blood and red blood cell products only).
(iii) Collection center identifier.
(iv) Unit number.
(v)ABO and Rh blood group of the

donor.
I (d) The paper of the container label
shall be white and print shall be solid
black, with the following exceptions:

(1) The Rh blood group shall be
printed as follows:

(i) Rh positive: Use black print on
white background.

(ii) Rh negative: Use white print on
black background.

(2) The name of the product, the donor
classification statement; and the
statement "properly identify intended
recipient" shall be printed in solid red.

(3) On or before (2 years after date of
publication of final rule in the Federal
Register), a color scheme may not be
used on the'c'ontainer label for
differentiating ABO blood groups; after
that date, the following color scheme
may be used:

Blood group coo of label paper

O .................................................. W hite.
A ................ ................................. Blue.
B .................... -.......... ............... Yellow.
AB ................................... Green.

(4) Ink colors used for the optional
color coding system described in
paragraph (3) above shall be a visual
match to-specific color samples
designated by the Director, Bureau of
Biologics.

(5) Special labels, supl as thosedescribed in paragraphs,(h) and (i) of

this section, may be color coded using
the colors recommended in the guideline
(see § 606.121(a)), or colors otherwise
approved for use by the Director, Bureau
of Biologifs.

(e) Contain6i' label requii'ements 1r6
particular product 'br groutps of
products.

(1) Whole Blood labels shall include:
(i) The volume of anticoagulant.
(ii) The name of the applicable

anticoagulant, immediately preceding
and of no less prominence than the
proper name and expressed as follows:
(a) ACD, (b) CPD, (c) Heparin, or (d)
CPDA-1.

( (iii) If tests for unexpected antibodies
are positive, blood intended for
transfusion shall be labled: contains
(name of anitibody).

(2) Red Blood Cells labels shall
include:

(i) The volume and kind of Whole
Blood, including the type of
anticoagulant, from which the product
was prepared.

(ii) It tests for inexpected antibodies
are positive, Red Blood Cells intended
for transfusion shdll be labeled: conains
(name of anitibody) (except that this
reqVirement shall not apply to the
frozen, deglycerolized, or washed Red
Blood Cell products).

(3) Labels for Red Blood Cells
Deglycerolized, Plasama Platelets,
Granulocytes, and any product prepared
in an open system shall bear the hour of
expiration.

(4) If tests for unexpected antibodies
are positive, Plasma intended for
transfusion shall be labeled: contains
(name of anitibody,

(5) Recovered plasma labels shall
include:

(i) In lieu of an expiration date, the
date of collection of the oldest material
in the container.

(ii) The statement: "Caution; For
Manufacturing Use Only" or "Caution:
For Use in Manufacturing Noninjectable
Products Only", as applicable.

(iii) For recovered plasma not meeting
the requirements for manufacture into
licensable products, the statement: "Not
For Use in Products Subject to License
Under Section 351 of the Public Health
Service Act."

(f) Blood and blood components
determined to be unsuitable for
transfusion shall be prominently
labeled: "NOT FOR TRANSFUSION",
and the label shall state the reason the
unit is considered unsuitable.

(g) Blood and blood components
which are reactive for Hepatitis B
Surface Antigen, but which are intended
for further manufacturing, shall be Ii
labeled as required under § Qt0,40 of
this chapter.
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(h) The following additional
information shall appear on the labeling
for blood or blood components shipped
in an emergency, prior to completion of
required tests, in accordance with
§ 640.2(f of this chapter.

(1) The following information shall
appear on a special label or tie-tag
attached to the container:

(i) The statement: "EMERGENCY USE
ONLY."

(ii) Results of any tests prescribed
under §§ 610.40 and 640.5(a), (b). or (c)
of this chapter completed before
shipment.

(iii) Indication of any tests prescribed
under § § 610.40 and 640.5(a), (b), or (c)
of this chapter and not completed before
shipment.

(2) The label may not bear the name
or any other identification of the
intended recipient.

(i) The following additional
information shall appear on the labeling
for Whole Blood or red Blood Cells
intended for autologous infusion.

(1) The following information shall
appear on a special label or tie-tag
attached to the blood container.

(i) Information adequately identifying
the patient. (e.g. name, blood group,
hospital, identification no.)

(ii) Date of donation.
(iii) The statement: "FOR

AUTOLOGOUS USE ONLY:"
(2) Units of blood originally intended

for autologous use, except those labeled
as prescribed under paragraph (i)(3) of
this section, may be issued for
homologous transfusion provided the
container label complies with all
applicable provisions of § 606.121 (b)
through (e). In such case, the special
label or tie-tag required under paragraph
(i)(1) of this section shall be removed.

(3) In place of the blood group label,
each container of blood intended for
autologous use and obtained from a
donor who fails to meet any of the donor
suitability requirements under § 640.3 of
this chapter or who is reactive in the
hepatitis tests prescribed under § 610.40
shall be prominently and permanently
labeled. "FOR AUTOLOGOUS USE
ONLY."

§ 606.122 Instruction circular.
An instruction circular shall be

available for distribution if the product
is not intended for further
manufacturing. The instruction circular
shall provide adequate directions for
use. including the following information:

(a) Instructions to mix the product
before use.

(b) Instructions to use a filter in the
administration equipment.

(c) The statement "Do Not Add
Medications" or an explanation
concerning allowable additives.

(d) Known sensitizing substances.
(e) A description of the product, its

source and preparation. including the
name and proportion of the
anticoagulant used in collecting the
Whole Blood from which each product is
prepared.

(f) Statements that the product was
prepared from blood that was
nonreactive when tested for hepatitis B
surface antigen by an FDA required test
and nonreactive when tested for syphilis
by a serological test for syphilis (STS).

(g) The statements: "Warning. The
risk of transmitting hepatitis is present.
Careful donor selection and available
laboratory tests do not eliminate the
hazard".

(h) The names of cryoprotective
agents and other additives that may still
be present in the product.

(i) The names of all tests performed
and.results when necessary for safe and
effective use.

(j) The use of the product, indications,
contraindications, side effects and
hazards, dosage and administration
recommendations.

(k) For Whole Blood Platelets and/or
Cryoprecipitate Removed, instructions
not to use the unit of blood for patients
requiring platelets or antihemophilic
factor (whichever is applicable).

(1) For Red Blood Cells, the instruction
circular shall contain:

(1) Instruction to add a suitable
plasma volume expander if Red Blood
Cells are substituted for Whole Blood.

(2) A warning not to add Lactated
Ringer's Injection (U.S.P.) solution to
Red Blood Cell products.

(in) For Platelets, the instruction
circular shall contain:

(1) The approximate volume of plasma
the Platelets were prepared from.

(2) Instructions to use as soon as
possible but not more than 4 hours after
entering the container.

(n) For Plasma, the instruction circular
shall contain:

(1) A warning against further
processing of the frozen product if there
is evidence of breakage or thawing.

(2) Instructions to thaw the frozen
product at a temperature between 30'
and 37' C.

(3) When applicable, instructions to
use the product within 6 hours after
thawing.

(4) Instructions to administer to ABO
group compatible recipients.

(5) A statement that this product has
the same hepatitis risk as Whole Blood:
other plasma volume expanders without
this risk are available for treating
hypovolemia.

(o) For Cryoprecipitated A , the
instruction circular shall contain:

(1) The statement: "Average potency
is 80 or more units of antihemophilic
factor."

(2) The statement: "Usually contains
at least 150 mg of fibrinogen"; or,
alternatively, the average fibrinogen
level determined by assay.

(3) A warning against further
processing of the product if there is
evidence of breakage or thawing.

(4) Instructions to thaw the product
for 15 minutes at a temperature of 37' C.

(5) Instructions to store at room
temperature after thawing and use as
soon as possible but not more than 4
hours after entering or pooling and
within 6 hours after thawing.

(6) A statement that saline is the
preferred diluent.

(7) Adequate instructions for pooling
to ensure complete removal of all
concentrated material from each
container.

(8) The statement: "Good patient
management requires monitoring
treatment responses to Cryoprecipitated
AHF transfusions with periodic plasma
factor VIII or fibrinogen assays in
hemophilia A and hypofigrinogenemic
recipients. respectively."

PART 640-ADDITIONAL STANDARDS
FOR HUMAN BLOOD AND BLOOD
PRODUCTS

2. In Part 640:

640.7,640.18,640.26,640.35 and 640.57
[Deleted]

a. Be deleting §§ 640.7, 640.18, 640.26,
640.35, and 640.57.

b. By revising the introductory text of
§ 640.70(a) to read as follows:

§ 640.70 Labeling.
(a) In addition to the labeling

requirements of § 610.62 of this chapter,
and in lieu of the requirements in
§§ 606.121. 610.60, and 610.61 of this
chapter, the following information shall
appear on the label affixed to each
container of Source Plasma:

The guideline is available for public
examination between 9 a.m. and 4 p.m.,
Monday through Friday in the Dockets
Management Branch (address below).
Interested persons may obtain a single
copy of the guideline by writing the
Dockets Management Branch and
identifying the document with the -
Dockets Management Branch document
number found in brackets in the heading
of the document.

Interested persons may, on or before
December 30.1980 submit to the Dockets
Management Branch (formerly the
Hearing Clerk's office) (HFA-305), Food

72421



Federal Register I Vol. 45, No. 213 / Friday, October 31, '1980 / Proposed Rules

and Drug Administration, Rrmn 4-62,5600
Fishers Lane, Rockville, .MD 20857,
written comments regarding this,
proposal-and the guideline. Four.copies.
of any comments are to be subniitted(- v
except that ifdividuals.may submit one'
copy. Comnients!Aretcbe identified
with the Dockets Management Branch
docket number found in brackets in the
heading of this document Received
comments maybe seen in'the above
office between 9 a.m.,and 4 p.m.,
Monday through Friday. -

In accordance with Executive Order
12044, as amended by Executive Order
12221, the economic effects of this
proposal have been carefully analyzed,
and itbas been determined that the
proposed rulemaking does not involve
major economic consequences as
defined by that order. A copyoaf the
regulatory analysis assessment
supporting this determination is on file
with the Hearing Clerk, Food and Drug
Administration.

Datedc October 17, 1980.
William F. RandOlph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[FRDoc. 80-3508 Filod I0-W0-80; 45 urn)

BILLING CODE 4110-03-M

21 CFR Part 640

(Docket No. 80N-0062]

Additionil Standards for Human Blood
and Blood Products; Reorganization-
and Revision of Regulations

AGENCY: Food and Drug Administration.

ACTION: Proposed rule.

SUMMARY: The Food and.Drug
Administration (FDA) proposes to
amend the biologics regulations -
concerning Additional Standards for
Human Blopd.and Blood Products by
reorganizing and revisingregulations on
Whole Blood [Human).-This action '
would organize these regulations into a
logical sequence of manufacturing whole
blood, from collection to issue, and
would ensure that the criteria of safety,
purity, potency, and efficacy applicable
to Whole Blood (Human) are consistent
with the best currert judtment of the
scientific community.
DATES: Comments by December 30,1980,
FDA proposes that any final regulation
issued under this proposal be effective
30 days after the date of publication of
the final regulation. -.

ADDRESS: Written comments to the
Dockets Management Branch (Formerly
the Hearing Clerk's -office] [HFA-305),
Food and Drug Administratibn, Rm. 4-

62, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
Richard E. Fisher, Bureau of Biologics
(HFB-:620), Food and Drkijbf ,-, '
Administration, 8800Rock.ie Pike,
Bethesda, MD 20205, 301:-443-;1306.
SUPPLEMENTARY INFORMATION: Whole
Blood (Human) is a biological product -

subject to regulations under section 351
of the Public Health Service Act t42
U.S.C. 262). It is also a diug as defined in
section 201(g),of the Federal Food, Drug,
and Cosmetic Act (the Act) 121 U.S.C.
321(g)(1)).Section 351 of the Public - '
Health Service Act requires licensing of
each manufacturer of Whole Blood
(Human) before marketing the product
in interstate commerce. Licenses for
establishments manufacturing Whole
Blood (Human) are issued only after the
particular establishment has
demonstrated it is capable of
manufacturing Whole Blood JHuman)
that is safe, pure, potent, and effective.
Establishment and-product licensing for
the production and distribution of
Whole Blood {Human) is further
governed by the Additional Standards
for HumanBlood and BloodProducts
under Part 640, Subpart A {21 CFR Part
640, Subpart A). -FDA has reviewed the existing
regulations on Whole Blood (Human) in
order to revise'and update older
standards of production and
distribution. This reviewis consistent
with the objectives of Executive Order
12044, "Improving Government
Regulations." The agencyproposes to
revise and reorganize these regulations,
to reflect a logical sequence of,
manufacture, to -delete outdated
requirements, and to add new -
requirements-based onrecent scientific
;experience and developments.-Because
all blood establishmeits are required lo
comply with thestandards.of current
good manufacturing practice (GMP) for
blood and blood components under Part
606 21 CFR'Part.606], therequirements
contained in the existing Whole Blood
(Human) regulations and also prescribed
in the GMP standards are deleted in the
proposed standards for Whole Blood
(Human). Changes in labeling
requirements for Whole Blood (Human)
are not being propiosed at this time
because the agency is proposing uniform
labeling -for blood and blood
components in a proposal published
elsewhere in this issue of the Federal
Register. The current labeling
requirements recodified as .§ 640.9a, "will
remain in effectpending final action-on
the proposal colicerning uniform
labeling forblood and blood .
components. In addition, a proposed

new proper name for Whole Blood
(Human), along with proposed new
proper names for other biological
products, is the subject of a proposal
regarding changes in proper names of
certain biological products publishodl
elsewhere,in this issue of the Federal
Register. The current proper name,
Whole Blood-(Human), is used
throughoutthese proposed rovisions of
the Whole Blood (Human) regulations.
The agency advises that new proper
names that may be adopted under a
final rule regarding the changes in
proper names of certain biological
products, will be included, as
appropriate, in the final rule for
revisions of the Whole Blood (Human)
regulations.

Substantive changes of the existing
Whole Blood (Human) regulations dre as
follows:

1. Proposed § 640.1 would expand the
definition of Whole Blood (Human) to
specify that Whole Blood (Human) is
derived from a homan donor for
transfusion or for use in further
manufacturing.

2. Proposed § 640.2(a) would delete
the term "licensed" in reference to
"licensed blood establishments"
because the additional standards for
Whole Blood (Human) apply to both
licensed and unlicended blood
establishments under § 606.100.

3. Current § 640.2(b) would be deleted,
The check on sterile technique is
conducted to monitor the risk of
environmental contamination and any
subsequent growth of microorganisms
during storage. However, because of
technological advances and Increased
availability of equipment, virtually all
blood banking establishments now use

-disposable plastic containers that do not
require venting or entry, other than -at
the terminal end of integrally attached
tubing for blood component separation.
The use oT disposable plastic containers
eliminates the possibility of
environmental contamination and the
need for a continuing check on sterile
technique. For these reasons and
because of the requirement in proposed
§ 640.4(b) that all blood be collected In a
closed system, FDA concludes thdt it Is
no longer necessary to require a periodic
check on sterile technique on units of
Whole Blood (Human). The current
regulations -on therapeutic bleedings are
redesignated as § 640.2(b).

4. Current § 640.3(e) would be deleted,
This section was promulgated before the
source plasma regulation concerning the
immunization.of donors was published
and when little was known about the
possible effects that blood withdrawn
from donors immunized to human blood
cell antigens might have on the
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recipient. In addition, this section does
not take into consideration blood from
immunized donors who fail to
demonstrate a positive immune
response to the injection of human blood
cell antigens. The agency finds that this
section is outdated because required
laboratory tests ensure that blood
withdrawn from donors immunized to
human blood cell antigens will not affect
the safety of transfusion.

5. Proposed § 640.3 would provide
more specific guidance for determining
the health of the donor to ensure
continued safety during a blood
donation. The agency proposes the
following changes:

a. Proposed § 640.3(a) would require
that a qualified licensed physician
supervise the determination of donor
suitability. The agency believes that the
suitability of a blood donor must be
determined by a physician who is
licensed to practice medicine to ensure
that adequate treatment is prescribed in
the event of a serious donor reaction.
Thus, this paragraph conforms with the
Source Plasma (Human) donor
suitability requirements under
§ 640.63(a).

b. Proposed § 640.3(b) would limit the
ages of donors to 17 through 65 (up to
66th birthday). On or after the 66th
birthday, a donor may be accepted only
with the approval of the blood bank
physician within 4 weeks before the
date of donation, provided the donor has
specific written consent from a licensed
physician and meets all other criteria for
donor acceptability. Donors who are
considered minors under applicable
local laws must have written consent as
required by local law. The agency
recognizes that the proposed age
limitations are arbitrary; however, these
proposed age limitations are based upon
legal considerations and well-
established correlations of the
probability of cardiovascular disease as
a function of increasing age. .

c. Proposed § 640.3(c) would require
that donors may not donate more than
450 milliliters ± 10 percent of Whole
Blood (Human) in any 8-week period
and not more often than four times per
calendar year;, unless, as an exception to
this requirement, the donor is examined
and certified in writing by a licensed
physician to meet all other donor
qualifications. The agency's review of
published studies finds that the present
limits concerning the frequency of blood
donations does not protect blood donors
from developing iron deficiency. These
studies demonstrate that at the current
permissible donation frequency, the
donor's iron stores may not be replaced
from the normal diet. Moreover,
excluding donors on the basis of the

lower limits of hemoglobin/hematocrit
values for donor eligibility does not
prevent donation by irn-depleted
individuals because iron stores may be
absent in individuals with acceptable
hemoglobin/hematocrit values. The
impact of a lower permissible freqency
of blood donation on the nation's blood
supply has been determined by a study
conducted by FDAs Bureau of Biologics.
Nineteen regions were surveyed, and
these accounled for approximately 15
percent of the blood collected in the
United States in 1970. Data from the
survey demonstrate that with donations
limited to four times per calendar year
only 0.2 to 0.8 percent of the blood
supply in these regions may be lost.
Therefore, the agency concludes that
limiting blood donations to 4 times per
calendar year will adequately protect
donors against iron depletion and will
not significantly affect the blood supply
needs of the nation.

d. Proposed § 640.3[d)(1) would
require the use of venipuncture or
fingerstick techniques to obtain blood
for hemoglobin or hematocrit
determination. Hemoglobin
determinations must reflect venous
hemoglobin values to prevent
individuals with anemia or depleted iron
stores from donating blood. The agency
reviewed published studies concerning
various samipling sites used for the
source of blood for hemoglobin/
hematocrit determination. These studies
demonstrated that results obtained with
earlobe puncture overestimate the
hemoglobin/hematocrit values obtained
by venipuncture or fingerstick
techniques. Therefore, earlobe puncture
screening may result in acceptance of a
donor with anemia or depleted iron
stores who would otherwise have been
deferred. Furthermore, these studies
demonstrate that venipuncture and
fingerstick values are equivalent and
more reproducible than earlobe
puncture values. Based upon this
evidence, the agency concludes that
earlobe sampling is not suitable for
hemoglobin/hematocrit determination.

The requirement for minimum
hemoglobin values of not less than 12.5
grams of hemoglobin per deciliter of
blood for females and 13.5 grams of
hemoglobin per deciliter of blood for
males is also proposed in this section.
Acceptable hematocrit values, if
substituted, are no less than 38 percent
and 41 percent, respectively. The agency
finds that the currently required
minimum hemoglobin value of 12.5
grams of hemoglobin per deciliter of
blood is significantly below the normal
range for males. Large segments of the
blood-banking community recognize this

fact and commonly use a minimum
hemoglobin value of 13.5 grams of
hemoglobin per deciliter of blood or the
equivalent hematocrit value of 41
percent for male donors. Consequently,
the agency concludes that the current
minimum hemoglobin/hematocrit value
is below the physiologic norih for male
donors.

e. Proposed § 640.3(d)(2) would
provide specific criteria for blood
pressure, pulse, temperature, and weight
with a provision that donors outside
these limits are acceptable if the donor
is examined and certified in writing as
acceptable by a licensed physician. The
agency believes that specific criteria for
donor screening are necessary to ensure
continued donor health and the safety
and efficacy of the blood product.

L Proposed § 640.3(d)(3) would be
revised to provide specific criteria for
malaria, recent tooth extraction and
other oral surgery, recent
immunizations, and pregnancy. The
agency believes that these criteria are
necessary to adequately determine the
medical history of the donor. Also; the
agency is proposing two provisions, in
addition to the current requirements
concerning hepatitis, to further minimize
the risk of transmitting hepatitis. First, a
donor is premanently excluded if blood
from that donor was the only unit of
blood or blood component administered
to a recipient who within 6 months
developed posttransfusion hepatitis, and
second, a donor is excluded if a tatto
was received within 6 months prior to
donation.

g. Proposed § 640.3(d)(4) would
require the rejection of any donor
suffering from symptoms of or receiving
treatment for acute or chronic disease or
receiving prescribed medication, with
the exception of vitamins or
contraceptives, unless a licensed
physician approves otherwise. Also, by
requiring the rejection of any donor who
does not provide reliable answers to
medical history questions because of the
influence of drugs, alcohol, or for any
other reason. The agency believes that
these comprehensive requirements will
further ensure an adequate
determination of donor suitability.

6. Proposed § 640.4 would establish
standards for blood containers and
donor sets which will require that blood
be collected in a closed system. For the
reasons discussed in paragraph 3. above
and because of the superiority of
modem plastic equipment over glass
containers in the collection, processing,
storage, and distribution of blood, all
blood-banking establishments shall be
required to use approved plastic
containers and donor sets exclusively.
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Two additional provisions are also
proposed in paragraphs (c) and [d) of
this section to provide further assurance
of a sterile and-safe product.The first
requires the collection of blood with a
single venipuncture and the 'second
requires the mixing of the blood unit by
a method which results in a fully
anticoagulated unit. Pilot and processing
samples are also.differentiated in
paragraph 1g) of this section to promote
a clear understanding of their intended
use.

7. Proposed - 640.5 wouldspecify that
laboratory lests be performed on either
pilot or processig samples because
both contain a representative sample of
the donor's blood. Curent 4 40.5(a) is
unchanged. The agency proposes the
following ,changes:
\ a. Proposed § 640.51bj -would specify

that:(1) the cellgroup must be
determined by tests with anti-A and
anti-B blood grouping serum;{(2J the
serum group must.be determined.by
testing the donor's plasma or serum with
known group A and group Bred cells;
and [3) the results of both cell and serum
grouping mustagreerbefore afinal label
is placed on the blood container. The
agency believes that a routine cell and
serum test procedure will provide
reliable ABO group determinations.

b. Proposed A 640.5fc would require'a
test for the D varient (Du) antigen enD
negative blood to determine adequately
the presence or absenceof D antigen.
Because the D antigenis recognized as
the most immunogenic red cellantigen.
outside the ABO system, it is extremely
important to accurately group blood
donors to prevent:problems in
transfusion and pregnancy. To
accurately determine whether.a donor is
a' true Rh-negative individual, it is
necessary to test for the D varient jDu)

.antigen because donors with this
phenotype areRh-positive, and their
blood to transfused to Rh-positive
recipients. The agency believes that this
provision willprovide accurate
confirmation of an Rh classification. In
addition, the Wiener notations are
deleted as' concomitant nomenclature to
the Fisher-Race notations in the Rh
system. The agencybelieves that the
Fisher-Race nomenclature is widely
accepted in describing the main
relationships of the Rh blood group
system in siiiple and intelligible terms
and is likely to remain indispensible to
the scientific commurity. The 'Wiener
nomenclature is deleted because of
practical considerations and for no other
reason.

c. Proposed § 640.5(d) would require a
test for unexpected antibodies in
previously pregnant or transfused
donors. The agency believes that it is

necessary to test these donors for
Kiexpected antibodies to identify blood
that maybe harmful if transfused and
blood that may confuse future
-'serological evaluation. Other donors
need not be tested because unexpected
antibodies are rarely found in donors
who have not been previously pregnant
or transfused. Current 1 640.5 (Cidand (e)
would -be deleted. ,

8. Proposed § 40.6 would separate the
storage conditions for blood into two
categories, transit storage teniperature
and blood bankstorage temperature.
This sectionspecifies that the
transportation of blood from a collecting
facility to a processing facility be either
in a refrigerated environment capable of
cooling the blood toward a temperature
range of 1* to 10° C, or at at emperature
range as.close as possible to 20* to 24* C

.fora period not to exceed 4 hours. Also,
for the reasons 'discussed in paragraph
10. below, this section further provides
that blood for'reissueneed not be
placed in temporary storage at 10 to V" C
provided the units are retirned to the-
required refrigerated environment "
within 30 minutes.

9. Proposed § 640.7 would specify
conditions for storage of blood used for
component separation. These storage
conditions reflect present practices in
blood component separation. The
currentregulations on labeling are
redesignated as I 640.9a.

-10. A new § 640.8 is proposed and
would specify the additional
requirements concerning the issue and
reissue of blood found in current
§ § 640.5(e) and 640.4(i). The agency
proposes the following changes:

a. Proposed I 640.8(a] would revisb
current'§ 640.5(e) and specify that blood
may be issued or reissued if the ,
container has a tamperproof seal which
remains -unbroken and is inspected
visually'prior to issue or reissue.

-b. Proposed § 640.8(b) would revise
current § 640.4(i] and specify that blood
which has been moved from storage and
exposed to room temperature for no
more than 30 minutes would be
permitted for reissue. Practical
experienc6 demonstrates that blood
stored at 1" to 6* C and exposed to room
temperature for no more than 30 minutes
will not exceed 10' C. The agency would
not require evidence of storage after
issue because the integrity of the blood
will not be compromised by this time
period.'The section would also extend
the time period 'for use after a blood
container has been entered from-within
6 hours to Within 24 hours. The agency
has determined that this extended time
period (24 hours) does not adversely
affect the quality of Whole Blood
(Human) because the significant growth

of microorganisms during this short
storage period at 10 to 6* C is unlikely.

11. A new § 640.9 is proposed and
would incorporate exceptions to the
requirements for the preparation of
Whole Blood (Human) to better organize'
and consolidate the regulations. These
exceptions concern the provisions for
emergency issue, .autologous infusion,
pediatric use, and manufacturing use of
Whole Blood (Human).

12. Anew § 640.9a is proposed which
is a redesignation of current § 040.7.

The agency proposes that the effective
date of any final regulation issued under
this proposal be 30 days after
publication of the final regulation in the
Federal Register.

Pertinent background data on which
the agency relies in proposing these
amendments are on public display in the
Dockets Management Branch, Food and
Drig Administration, 'Rm. 4-62, 500
Fishers Lane, Rockville, MD 20857.

The agency has determined that under
proposed § 25.24 (d)(10) Ipublished on
December1l, 1979 (44 FR 71742)), this
proposal is of a type that does not
individually or cumilatively have a
significant effect on the human
environment. Therefore, neithei an
environmental assessment nor an
environmental impact statement is
required.

Therefore, under provisions of the
Federal Food, Drug, and'Cosmetic Act
(secs. 201, 502,701, 52 Stat. 1040-1042 as
amended, 1050-1051 as amended, 1055-
1056 as amended (21 U.S.C. 321,352,
371)) and the Public Health Service Act
(sec. 351, 58 Stat. 702, as amended (42
U.S.C. 262)] and under authority
delegated to the Commissioner of Food
and Drugs (21 CFRZ.1), it is proposed
that Part 640 be amended by revising
Subpart A to comprise J § 40.1-40.Pa,
to read as follows:

PART 640-ADDITIONAL STANDARDS
FOR HUMAN BLOOD AND BLOOD
PRODUCTS

Subpart A-Whole Blood (Human)
Sec.
640.1 Whole Blood (Human).
640.2 General requirements.
640.3 Suitability of donor.
640.4 Collection of the blood.
640.5 Testing of the blood.
640.6 Storage of the blood.
640.7 Modification of Whole Blood

[Human).
640.8 Issue and reissue of lhe blood.
640.9 Exceptions.
640.9a Labeling.

Subpart A-Whole Blood (Human)

§ 640.1 Whole Blood (Human).
Proper name and definition. The

proper name of this product is Whole
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Blood (Human). Whole Blood (HumanJ
is defined as blood collected from a
human donor for transfusion or for use
in further manufacturing.

§ 640.2 General requirements.
(a) Manufacturing responsibility. A

single establishment shall perform all
manufacturing of Whole Blood (Human)
including donor examination, blood
collection, processing (except as
provided in § 610.40(b)), storage, and
issue except that the Director, Bureau of
Biologics, may approve arrangements
for divided manufacture between two or
more licensed establishments which the
Director determines are adequate to
ensure compliance with the provisions
of this subchapter.

(b) Therapeutic bleedings. Blood
withdrawn to promote the health of a
donor otherwise qualified under the
provisions of this section, shall not be
used as a source of Whole Blood
(Human] unless the container label
conspicuously indicate the donors
disease that necessitated withdrawal of
blood.

§ 640.3 Suitability of donor.
(a) Personnel. The suitability of a

donor as a source of Whole Blood
(Human) shall be determined by a
qualified licensed physician or persons
under the physician's supervision and
trained in determining donor suitability.
Donor suitability shall be determined by
medical history, limited physical
examination, and hemoglobin or
hematocrit evaluation on the day of and
prior to the collection of blood from the
donor. The establishment shall maintain
on the premises a record which
identifies the name and qualifications of
the person immediately in charge of the
employees who determines the
suitabiflity of donors when a physician is
not present on the premises.

(b) Age. Donors shall be between the
ages of 17 through 65 (up to the 66th
birthday). Donors under 17 years of age
are acceptable only if written consent to
donate blood has been obtained in
accordance with applicable local law.
Donors are acceptable on or after the
66th birthday with the approval of the
blood hank phy.ician: Pravidec4 That
the donors have speoific written consent
from a licensed physician within 4
weeks before the date of donation and
meet all other criteria for acceptability.

(c) Volume and frequency of donation.
A donor shall not serve as a source of
more than 450 milliliters ±10 percent of
Whole Blood (Human) in an 8-week
period and not more frequently than 4
times per calendar year. unless, as an
exception to this requirement, the donor
is examined by a licensed physician at

the time of donation and certified in
writing by the licensed physician to
meet all other donor qudlifications of
this section.

(d) Donor qualifications Donors shall
be in good genel health as determined
in part by the following criteria:

(1] Hemoglobin or hematocrit
determination. The hemoglobin shall be
determined by using a sample of blood
obtained by fingerstick or by
venipuncture and shall be no less than
12.5 grams per deciliter of blood for
females and 13.5 grams per deciliter of
blood for males. Acceptable hematocrit
values, if substituted, shall be no less
than 38 percent and 41 percent. &

respectively.
(2) Physical pxaminotion-(i) Blood

pressure. The systolic blood pressure
shall be between 90 and 180 millimeters
of mercury; the disastolic blood pressure
shall be between 50 and 100 millimeters
of mercury.

(ii) Pulse. The pulse rate shall be
between 50 and 100 beats per minute
and regular.

(iii) Temperature. The oral
temperature shall not exceed 37.5 C.

(iv) Weight Donors shall weigh at
least 50 kilograms, except that donors
weighing less may donate
proportionately less in a reduced
volume of anticoagulant if all other
donor requirements are met.

(v) Exceptions. Donors with
measurements outside the limits of
paragraph (d)(2)(i) through (iv) of this
section are acceptable if the donor is
examined by a licensed physician and
certified in writing by the physician to
be acceptable.

(vi) Donor skin. The phlebotomy site
shall be free of skin disease, and both
arms shall be free of evidence of
repeated skin punctures or scars
indicative of drug addiction.

(3) Medical history-(i) Viral
hepatitis. A donor shall be deferred
permanently if blood from the donor
was the only unit of blood or blood
component administered to a patient
who within 6 months developed
posttransfusion hepatitis and who
received no other blood fractions
capable of hepatitis transmission: or if
the donor is known previously to have
been positive for Hepatitis B Surface
Antigen {HBsAg); or if the donor has a
history of viral hepatitis at any time. A
donor shall be deferred if the donor has
had, within 6 months prior to donation.
close contact with an individual with
viral hepatitis, or if the donor has been,
within Gmonths prior to donation, the
recipient of blood products or a tattoo.

(ii) Malaria. A donor shall be deferred
for a history of malaiia exposure within
6 months following travel in an endemic

area, within 3 years following residence
in an endemic area, and malaria or
antimalaria prophylaxis within 3 years
prior to donation.

iii) Tooth extraction or oral surger-.
A donor shall be deferred for a history
of tooth extraction or other oral surgery
within 72 hours prior to donation.

iv) Immunization. A donor shall be
deferred until the symptons of
immunization disappear, except that a
symptom-free donor who has been
immunized with measles (rubeola),
mumps. yellow fever, oral polio vaccine,
or animal serum products shall be
deferred for 2 weeks after the last
immuni7zation and with German
measles (rubella), a donor shall be
deferred for 1 month after the last
Injection.

(v) Pregnancy- A donor shall be
deferred for known existing pregnancy
and, unless a licensed physician
approves otherwise, for 6 weeks
postpartum.

(4) General. [i] A donor shall be
deferred, unless a licensed physician
approves otherwise, if the donor
appears to be suffering from symptoms
of or receiving treatment for acute or
chronic disease or is receiving
prescribed medication, with the
exception of vitamins or contraceptives.

(ii) A donor shall be deferred if the
donor appears to be under the influence
of any drug or alcohol or who does not
appear to be providing reliable answers
to medical history questions.

§ 640.4 Colection of the blood-
(a) Supervision. A qualified licensed

physician, or persons under the
supervision of a qualified licensed
physician trained in the procedure, shall
draw blood from the donor. The
establishment shall maintain on the
premises a record that identifies the
name and qualifications of the person
immediately in charge of employees
who collect blood when a physician is
not present on the premises.

(b) Prevention of contamination of the
blood. The skin of the donor at the site
of phlebotomy shall be prepared by a
method that gives assurance of a sterile
container of blood. The blood shall be
collected in a sterile. pyrogenfree. closed
system.

Cc) Phlebotomy. Blood shall be
collected with a single venipuncture.

(d) Mixing. Blood shall be mixed by a
method which gives a fully
anticoagulated unit.

(e) Blood containers. Blood containers
shall meet the following standards:

(1) The original blood container shall
be the final container and shall not be
entered for any purpose except for blood
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transfusion or as specified elsewhere in
this part.

(2) The blood container and
anticoagulant shall meet specifications
set forth in an approved new drug
application filed pursuant to section 505
(a) and (b) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355 (a] and
(b)) and Part 314 of this chapter.

(f] Donor sets. The donor set shall be
an integral component of the blood
container.

(g) Test samples. Pilot samples shall
be contained in tubing integrally
attached to the final container and shall
be portions of the anitcoagulated blood
contained in the final container.
Processing samples shall be collected at
the time of donation in separate
containers or in tubing integrally
attached to the final container.

§ 640.5 Testing of the blood.
All laboratory tests shall be

performed on a pilot or processing
sample of blood, and these tests shall
include the following:

(a) Serological test for syphilis. Whole
Blood (Human) shall be negative to a
serological test for syphilis.

(b) Determination of the ABO blood
group.dWhole Blood (Human) shall be
classified according to ABO blood group
by testing the red blood cells with
licensed Anti-A and Anti-B Blood
Grouping Sera and by testing the serum
or plasma with known group A and B
cells. The unit of Whole Blood (Human)
shall not be labeled unless the results of
the two tests are in agreement. The
testing facility may use unlicensed
blood-grouping sera prepared at such
facilities, if the blood grouping sera meet'
the potency and specificity requirements
of Part 660 of this subchapter. -

(c] Determination of the Rh group.
Whole Blood (Human) shall be
classified accoridng to Rh blood group
by testing the red blood cells with
licensed Anti-D Blood Grouping serum.
If the test using Anti-D Blood Grouping
Serum is positive, n6 further testing is
required. If the the test using Anti-D
Blood Grouping Serum is negative, the
results shall be confirmed by further
testing for Du antigen using the
antiglobulin technique of a technique of
equivalent sensitivity. The testing
facility may use unlicensed Anti-D
Blood Grouping Serum and unlicensed
Anti-Human Globulin Serum prepared
at such facility, if the blood grouping
sera meet the potency and specificity
requirements of Part 600 of this
subchapter.
(d) Test for unexpected antibodies.

Whole Blood (Human) from previously
pregnant or transfused donors shall be
tested for unexpected antibodies by a

method that demonstrates significant
alloantibodies.

§ 640.6 Storage of the blood.
(a) Blood bank storage temperature.

Immediately after collection, blood shall
be stored at a temperature range
between 1 to 6' C, except that blood
from which platelets are to be removed
shall be held in storage at a temperature
between 20* to 24' C for a period not to
exceed 4 hours from the time of
collection.

(b) Transit storage temperatures.
Blood that is transported from the
collecting facility to the processing.
-facility shall be transported in an
environment capable of continuously
cooling the blood toward a temperature
range of 1 to 10 ° C; or at a temperature
as close as possible to 20' to 24' C for a
period not'to exceed 4 hours. Blood
transported from the storage facility
shall be placed in an appropriate
environment to maintain a temperature
range between 10 to 100 C during
shipment. Blood for reissue need not be
placed in temporary storage at 1' to 6' C
provided the units are returned to a
controlled environment within 30
minutes.

§ 640.7 Modification of whole blood
(human).

The establighment may remove
platelets and cryoprecipitated
antihemophilic factor from Whole Blood
(Human) meeting the applicable
requirements of this gubchapter and the
following conditions:

(a] Platelets removed. The blood from
which platelets are to be prepared shall
be stored in accordance with the
provisions of § 640.6(a).

(b) Cryoprecipitated antihemophilic
factorremoved. The red blood cells
shall be maintained between 1 and 6' C
when the plasma is being frozen for
removal of cryoprecipitated
antihemophilic factor.'

(c) Cryoprecipitated antihemophilic
factor and platelets removed.
Paragraphs (a) and (b) of this section
,shall apply until both platelets and
cryoprecipitated antihemophilic factor
are separated from the blood.

§ 640.8 -Issue and reissue of the blood.
(a) Blood may be issued or reissued if

the container has a tamper proof seal
that'remains unbroken and the blood is
inspected visually prior to issue or
reissue. The blood may not be Issued or
reissued if the color or physical
appearance is abnormal or there is any
indication" or suspicion of microbial
contamination.
. (b) Blood may be reissued if the blood

was continuously maintained at 1' to 6'

C except during shipment or returned to
storage at 1 to 6' C within 30 minutes
after issue and if a pilot sample is
properly attached. Blood lacking a pilot
sample may be reissued if It is
accompanied by instructions for
sampling and for use within 24 hours
after entering the container for sampling.

§ 640.9 Exceptions.
(a) Emergency use. Notwithstanding

the provisions of § 610.1 of this chapter,
blood may be issued before results of all
of the tests prescribed in § 640.5 and the
test for hepatitis B surface antigen
prescribed in § 610.40(a) of this chapter
have been completed, where such
shipment is in response to a situation
that demands immediate action as
determined by a responsible person and
documented in writing by the shipping
facility. Tests shall be completed as
soon as possible, and results shall be
sent to the facility receiving the
emergency shipment. ,

(b) Autologous infusion.
Establishments may collect blood
intended for infusion into the same
person from whom it was collected even
if the person fails to meet one or more of
the provisions of § 640.3(b): Provided,
That (1) the collecting facility has
obtained a written request, including an
explanation from. the donor's physician
of the desirability for autologous
infusion and specifying the volume and
frequency of collections; (2) the donor
does not have and is not being treated
for bacteremia; 'and (3) the hemoglobin
is no less than 11 grams per deciliter of
blood, or the hematocrit is no less than
34 percent, unless hemoglobin or
hematocrit values below these limits are
approved by the blood bank physician,
Blood intended for autologous infusion
shall be tested as required In § 640.5
except that the requirement that blood
shall be negative to 'a serological test for
syphilis in § 640.5(a) shall not apply. The
requirement that blood shall be negative
for hepatitis B surface antigen in
§ 610.40(d) shall not apply.

(c) Pediatric use only. The original
blood container described in § 640.4
may be entered only once to transfer a
portion of the blood from the original
container to an approved empty-
container. The blood shall be used
within 24 hours after entering the
original -container.

(d) Further manufacturing use.
Sections 640.2(b), 640.4(e)(1), 640.5(b),
(c), and (d), 840.6, 640.8j and paragraphs
(a) and (b) of this section shall not apply
to Whole Blood (Human) intended for
further manufacturing use. Blood
intended for further manufacturing use
shall not be modified as described In
§ 640.1
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§ 640.9a Labeling.
In a 4 dition to all other applicable

labeling requiremen., the following.
except as prescribed in paragraphs (f0,
(g), and (h) of this section, shall appear
on the label of each container.

(a) Donor classification. The
appropriate donor classification
statement prescribed in § 606.120(b)(2)
of this chapter.

(b) Anticoagulant-1) Name, The
name of the anticoagulant immediately
preceding and of no less prominence
than the proper name, expressed as
follows:

(i)-Either "ACD," or "anticoagulant
citrate dextrose solution";

(ii) Either "Heparinized" or "heparin
solution";

(iii) Either "CPD" or "citrate
phosphate dextrose solution";

(iv) Either"'CPDA-l" or
"anticoagulant citrate phosphate
dextrose adenine solution (CPDA-1)."

(2) Quantity. The quantity and kind of
anticoagulant used and the volume of
blood.

(c) Serological test and test for
hepatitis B surface antigen. Indication of
the method used for serological test for
syphilis and the test for hepatitis B
surface antigen, and the results or the
statements "Nonreactive for syphilis by
STS" and "Nonreactive for HBsAg by
FDA required test", respectively.

(d) Blood group and type. Designation
of blood group and Rh factor.

(1] The blood group and Rh factor
shall be designated conspicuously.

(2) If a color scheme for differentiating
the ABO blood groups is used, the color
used to designate each blood group on
the container shall be:

Blood Group A. Yellow.
Blood Group B: Pink.
Blood Group 0: Blue.
Blood Group AD: White.

(e) Additional information for labels
of Group 0 Bloods. Each Group 0 blood
shall be labeled with a statement
indicating whether or not isoagglutinin
titers of other tests to exclude so called
"dangerous" Group 0 bloods were
performed, and indicating the
classification based on such tests.

(f Issue prior to determination of test
results. The label on each container of
blood that is issued under § 640.9(a)
concerning exceptions for emergency
use shall bear the following information
and instructions in lieu of the
information specified in paragraphs (c).
(d) and (e) of this section.

Emergency Shipment for Use Only by (Name
of physician, hospital or other medical
facility.)

CAUTION

Before Transfusion
1. Do not use until test results recezed

from (name of licensee).
2, Perform crossmatch.

(g) Whole Blood (Human]. Modified.
The label on each container of blood
that is issued pursuant to the provisions
of § 640.7 shall bear, in addition to the
other applicable labeling requirements,
the following: -

(1) Immediately following and in no
less prominence than the proper name.
the word "Modified."

(2) A prominent statement indicating
that antihemophilic factor has been
removed by cryoprecipitation. Such
statement may appear on a separate
label affixed to the container.

(3) Instructions not to use the unit of
blood for patients requiring
antihemophilic factor.

(h) Whole Blood (Human) for further
manufacturing use. The label on each
container of blood that is issued
pursuant to the provisions of § 640.9(d)
shall bear, in addition to the other
applicable labeling requirements, the
following statement: "Caution: For
Manufacturing Use Only."

Interested persons may, on or before
December 30, 1980 submit to the Dockets
Management Branch (formerly the
Hearing Clerk's office) (HFA-305). Food
and Drug Administration, Rm. 4-62. 5600
Fishers Lane. Rockville, MD 20857,
written comments regarding this
proposal. Four copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
Dockets Management Branch docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

In accordance with Executive Order
12044, as amended by Executive Order
12221, the economic effects of this
proposal have been carefully analyzed.
and it has been determined that the
proposed rulemaking does not involve
major economic consequences as
defined by that order. A copy of the
regulatory analysis assessment
supporting this determination is on file
with the Dockets Management Branch.
Food and Drug Administration.

Dated: October 17. 1980.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
JFR Dm 6336 Filed 10-30-l L S aml

BILLING COOE 4110-03-M
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DEPARTMENT OF LABOR

Employment Standards
Administration, Wage and Hour
Division

Minimum Wages for Federal and
Federally Assisted-Construction;
General Wage Determination
,Decisions

General wage determination decisions

of the Secretary of Labor specify, in
accordance with applicable law and on
the basis of information available to the
Department of Labor from its study of
local wage conditions and from other
sources, the basic hourly wage rates and
fringe benefit payments which are

-determined to be prevailing for the
described classes of laborers and
mechanics employed on construction
projects of the character and in the
localities specified therein.

The determinations in these decisions
of such prevailing rates and fringe
benefits have been made by authority of
the Secretary of Labor pursuant to the
provisions of the Davis-Bacon Act of
March 3, 1931, as amended (46 Stat.
1494, as amended. 40 U.S.C. 276a) and of
other Federal statutes referred to in 29
CFR 1.1 (including the statutes listed at
36 FR 306 following Secretary of Labor's
order No. 24-70) containing provisi6ns
for the payment of wages which are
dependent upon determination by the
Secretary of Labor under the Davis-
Bacon Act; and pursuant to the
provisions of part 1 of subtitle A of title
29 of Code of Federal Regulations,
Procedure for Predetermination of Wage
Rates (37 FR 21138),and of Secretary of
Labor's Orders 12-71 and 15-71 (36 FR
8755, 8756). The prevailing rates and
fringe benefits determined in these "
decisions shall, in accordance with the
provisions of the foregoing statutes,
constitute the minimum wages payable
on Federal and federally assisted
construction projects to laborers and
mechanics of the specified classes
engaged on contract work of the
character and in the localities described
therein.

Good cause is hereby found for nof
utilizing notice and public procedure
thereon prior to the issuance of these
determinations as prescribed in 5 U.S.C.
553 and not providing for delay in
effective date as prescribed in that
section, because the necessity to issue
construction industry wage
determination frequently and in large
volume.causes proceduresto be
impractical and contrary to the public
interest.

General wage determination decisions
are effective from their date of

- publication in-the Federal Register
without limitation as to time and.are to
be used in accordance with the
provisions of 29 CFR Parts 1 and 5.

-.Accordingly, the applicable decision
together with any modifications issued
subsequent to its publication date shall
be made a part of every contract for
performance of the described work
within the geographic area indicated as
required by an applicable Federal
prevailing wage law and 29 CFR, Part 5.
The wage rates contained therein shall,
be the minimum paid under such
contract by contractors and
subcontractors on the work.

Modifications and Supersedeas
Decisions to General Wage
Determination Decisions

Modifications and supersedeas
decisions to general wage determination
decisions are based upon information
obtained concerning changes in
prevailing hourly wage rates and fringe
benefit payments since the decisions
were issued.

The determinations of prevailing rates
and fringe benefits made in the
modifications and supersedeas
decisions have been made by authority
of the Secretary of Labor pursuant to the
provisions of the Davis-Bacon Act of
March 3, 1931, as amended (46 Stat.
1494, as amended. 40 U.S.C. 276a] and of
other Federal statutes referred to in 29
CFR 1.1 (including the statutes listed at
-36 FR 306 following Secretary of Labor's
Order No. 24-70) containing provisions
for the payment of wages which are
dependent upon determination bythe
Secretary of Labor under the Davis-
Bacon Act; and pursuant to the
provisions of part I of subtitle A of title
29 of Code of Federal Regulations,
Procedure for Predetermination of Wage
Rates (37 FR 21138) and of Secretary of
Labor's orders 13-71 and 15-71 (36 FR
8755, 8756]. The prevailing rates and
fringe benefits determined in foregoing
general wage determination decisions,
as.hereby modified, and/or superseded
shall, in accordance with the provisions
of the foregoing statutes, constitute the
minimum wages payable on Federal and
federally assisted construction projects
to laborers and mechanics of the
specified classes engaged in contract
work of the character and in the
localities described therein.

Modifications and supersedeas
decisions-are effective from their date of
publication in the Federal Register
without limitation as to time and are to
be used in accordance'With the
provisions of 29 CFR Parts 1 and 5.

Any person,,organizatiofi, or
governmental agency having an interest
in.the wages determined as prevailing is

encouraged to submit wage rate
information for consideration by the
Department. Further information and
self-explanatory forms for the purpose
of'submitting this data may be obtained
by writing to the U.S. Department of
Labor, Employment Standards
Administration, Wage and Hour
Division, Office of Government Contract
Wage Standards, Division of

' Government Contract Wage
Determinations, Washington, D.C. 20210,
The Cause for not utilizing the
rulemaking procedures prescribed In 5
U.S.C. -553 has been set forth in the
original General Determination

• Decision.
New General Wage Determination Decisions
None
Modifications to General Wage
Determination Decisions

The numbers of the decisions being
modified and their dates of publication in the
Federal Register are listed with each State.

Delaware: 0 78-3080 .................................... Nov. 3, 1978,
Kentucky.

KY80-109 ............ . .............. Aug, 15, 1000.
KY80-1090 .......... . .. AUg, 22, 1980,
KY80-1093 .......... ... . Aug. 22, 1880.
KY80-1094 ........................................ Aug. 22, 1880,
KYO-1101 .. .... . .... . Aug, 29, 1980,
KY80-1096 ..................... Aug. 22, 1080,
KY80.-1097 ........................... Aug. 22, 1080,
KY80-1095............................ Aug. 22, 190,

Michigan: M180-2065 ......................... Aug. 15, 1980,
New Hampshire:

NH8O-2056 .............. . Aug. 15. 1080.
NH8O-2057 ....................................... Aug. 1, 1000.

Oklahoma:
OK80-4062 ......................................... July 18 1080,
OK80-4063 ....................... July 18. 1080,

Supersedeas Decisions to General Wage
Determination Decisions

The numbers of the decisions being
superseded and their dates of publication In
the Federal Register are listed with each
State. Supersedeas decision numbers are in
parentheses following the numbers of the
decisions being superseded.

Arkansas:
AR79-4052 (AR8O-4083) ....................... Mar, 30, 1979.
AR79-4055 (AR80-4080) ........................ Mar, 30. 197D,

Kentucky,
KY79-1165 (KY80-1115) ..................... Dec. 14, 1079,
KY79-1169 (KY80-1116) ....................... Dec. 14, 1970.

Massachusetts: MA80-2041 (MA80--3064),. Sept. 12, 1000.
Pennsylvania: PA78-3054 (PA80-3062) Aug. 11, 1978,
Virgwa: ,

VA78-3074 (VA80-3065) ....................... Nov. 3. 1970.
VA78-3075 (VA8O-3066) .................. Nov, 3. 1978,
VA78-3076 (VA8O-3067) .................... Nov, 3, 1978.

Cancellation of General Wage Determination
Decisions
None

Sigtied at Washington, D.C. this 24th day of
October 1980.
Dorothy P. Come,
AssistantAdministrator, Wage and flour
Division.

BILLING CODE 4510-27-M
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OFFICE OF THE FEDERAL REGISTER

1 CFR Part 51

Incorporation by Reference

AGENCY: Office of the Federal Register..
ACTION: Approvals, extensions, and
corrections of incorporations by
reference.

SUMMARY: This doci-nent announces
final approvals, further extensions, and
corrections to a document published on
September 30, 1980 at 45 FR 64816. The
September 30, 1980 document listed
materials approved by the Director of
the Federal Register for incorporation by
reference into Titles-42-50 of the Code of
Federal Regulations. Material that is
approved for incorporation by reference
has the same legal status as if it were
published in full in the Federal Register.
EFFECTIVE DATE: The Director approves
the following incorporations by
reference as noted.
FOR FURTHER INFORMATION CONTACT.
Rose Anne Lawson at (202) 523--4534.
SUPPLEMENTARY INFORMATION: For more
information on incorporation by - ,
reference see the document published
on September 30, 1980 at 45 FR 64816.

Martha Girard,
Acting Director, Office of the Federal
Register.

October 28, 1980.

In FR Doc. 80-29660 at 45 FR 64816,
September 30, 1980 make the following
changes: On page 64817 under American
Society of Heating, Refrigerating and Air
Conditioning Engineers, Handbook of
Fundamentals, 1977: Extension granted
to Dec. 1, 1980.

On page 64817 under Emergency
Department Nurses' Associatinn, "P.O.
Box 1566, East Lansing, Mich. 48823" is
corrected to read: "666 N. Lake Shore
Dr., Chicago, Ill. 60611.

On page 64817 under American
Nurses Association, "242 Pershing
Road" is corrected to read: "2420
Pershing Road."

On pdge 64817 under American
Nurses Association, "ANA Publication
Code MS-S" is corrected to read: "ANA
Publication Code MS-5 10M 9/75."

On page 64817 under Department of
Health and Human Services, approval is
given for one year effective October 1,
1980 for: Part 2A- (except section 5.4, 8.8,
11.2, 11.3, 11.4; Chapter 12, sections 13.2,
13.3, and exhibits 9 and 10) of DHHS
Technical Handbook-for Facilities
Engineering and Construction Manual,
Federally Assisted Construction,
entitled "2.1 Information for Project
Applicants and State Agencies on

Design and Construction Related
Activities":

On page 64817 under Department of
Health and Human Services, "Chapter
14 of DHHS Publication No. (MRA) 79-
14500" is corrected to read: "Chapter 14
of DHHS Publication No. (HRA) 79-
14500."

On page 64817 under International
Conference of Building Officials,
Uniform Building Code, 1979 edition:
Extension granted to Dec. 1, 1980.

On page 64818 the following
corrections, approvals and extensions
are6 made:

Under National Association of
Plumbing-Heating-Cooling Contractors,
National Standard Plumbing Code:
Approved for one year effective October
1,1980.

Under National Conference of States
on Building Codes and Standards,
National Building Code: Extension
granted to December 1, 1980.

Under United States Public Health
Service, "Manual of Tests for Syphilis,
1969" USPHS Publication, add the
following: "No. 411, January, 1969."

Under Department of Transportation,
National Highway Traffic Safety
Administration, Basic Training Course/
Emergency Medical Technician (2nd
Edition) Course Guide 1977 (DOT Pub.
No. HS 802534 through 536): Approved
for one year effective October 1, 1980.

Course Guide, National Training
Course, Emergency Medical
Technician-Paramedic 1977: Extension
granted to December 1, 1980.

Appendix A, "National Training
Course Guide for Emergency Medical
Technicians-Paramedic.": Extension
granted to December 1, 1980.

Ofn page 64819 the following
corrections, approvals and extensions
are made:

Chart of Accounts for Hospitals, 1973
edition: Extension granted to December
1, 1980.

Under American Society for Testing
and Materials D-93, Test for Flash Point
by Pennsky-Martens Closed Tester,
1979, '1979" is removed and replaced by
"1977" and approval is granted for one
year effective October 1, 1980.

On page 64820 the following
corrections, approvals and extensions -
are made: Under Inter-Governmental
Maritime Consultative Organization,
A.264 (VIII), Bulk Grain Cargoes, 1966:
Extension granted to December 1, 1980.

Under Naval Publications and Forms
Center, Federal Specification ZZ-H-451,
Hose, Fire, Woven-Jacketed Rubber or
Cambric-Lined, With Couplings, E is
approved for one year effective October
1, 1980.

Under American Boat and Yacht
Council, P-1, Recommended Practice

and Standards Covering Safe
Installation of Exhaust Systems for
Propulsion and Auxiliary Machinery,
1971: Extension granted to December 1,
1980.

On page 64820 under 46 CFR
Subchapter F-US. Coast Guard,
Department of Transportation, the
Director approves the following
materials for one year effective October
1, 1980. The following list also contains
corrections.

American National Standards
Institute (ANSI), 1430 Broadway, New
York, N.Y. 10018.
ANSI B1.1 Unified Inch Screw

Threads, 1974-56.60-1.
ANSI B1.20.3 Dryseal Pipe Threads

(Inch) 1976 (formerly ANSI B2.2-
1968)-56.60-1.

ANSI B16.1 Cast Iron Pipe Flanges and
Flanged Fittings, 1975--56.60-1, 56,60-
10, 56.60-15.

ANSI B16.3 Malleable Iron Threaded
Fittings, 150 and 300 lb., 1977-56.60-1.

"ANSIB16.4 Cast Iron Threaded
Fittings, 125 and 250 lb., 1977--56.6-1.

ANSI B16.5 Steel Pipe Flanges and
Flanged Fittings, 1977-56.20-1, 50,30-
10, 56.60-1, 56.60-15.

ANSI B16.9 Factory-made Wrought
Steel Buttwelding Fittings, 1978-
56.60-1.

ANSI B16.10 Face-to!Face and End-to-
End Dimensions of Ferrous Valves,
1973-56.6-1.

ANSI B16.11 Forged Steel Fittings,
Socket-Welding and Threaded, 1973-
56.30-5, 56.60-1.

ANSI B16.14 Ferrous Pipe Plugs,
Bushings and Locknuts with Pipe
Threads, 1977-56.60-1,

ANSI B16.15 Cast Bronze Threaded
Fittings, 1978--56.60-1.

ANSI B16.18 Cast Copper Alloy
Solder-Joint Pressure Fittings, 1978-
56.60-1.

ANSI B16.20 Ring Joint Gaskets and
Grooves for Steel Flanges, 1973-
56.60-1.

ANSI B16.21 Non-metallic Flat Gaskets
for Pipe Flanges, 1978-56.60-1.

ANSI B16.22 Wrought Copper and
Copper Alloy Solder Joint Pressure
Fittings, 1980--56.60-1.

ANSI B16.23 Cast Copper Alloy Solder
Joint Drainage Fittings-DWV, 1979--
56.60-1.

ANSI B16.24 Bronze Pipe Flanges and
Flanged Fittings, 1979-56.60-1.

ANSI B16.25 Buttwelding Ends, 1970--
56.60-1.

ANSI B16.28, Wrought Steel
Buttwelding Short-radius Elbows and
Returns, 1978-56.60-1.

ANSI B16.29 Wrought Copper and
Wrought Copper Alloy SolderJoint
Drainage Fittings-DWV, 1980-
56.60-1.
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ANSI B18.2.1 Square and Hex Bolts
and Screws, 1972--56.60-1.

ANSI B31.1 Power Piping, 1977 with
addenda a-1977, b-1978, c-1978, d-1979,
e-1979, f-1980- Part 56.

ANSI B31.5 Refrigeration Piping,
1974-58.20-5,58.20-20.

ANSI B36.10 Welded and Seamless
Wrought Steel Pipe, 1979--56.07--5,
56.30-20, 56.60-1.

ANSI B36.19 Stainless Steel Pipe,
1976-56.07-5.

ANSI B93.5 Practice for the Use of Fire
Resistant Fluids in Industrial
Hydraulic Fluid Power Systems,
1979-58.30-1.

ANSI Z21.22 Relief Valves and
Automatic Gas Shutoff Devices for
Hot Water Supply Systems, 1979--
63.10-30.
On page 64821 under AMERICAN

SOCIETY OF MECHANICAL
ENGINEERS, the four extensions
granted to November 1, 1980 are
changed to December 1,1980.

On page 64822 "A307, Carbon Steel
Externally Internally Standard
Fasteners, 1978" is corrected to read:
"A397, Carbon Steel Externally and
Internally Threaded Standard Fasteners,
1978."

On page 64823 under COMPRESSED
GAS ASSOCIATION, the two
extensions granted to November 1, 1980
are changed to December 1,1980.

On page 64823 under FLUID
CONTROLS INSTITUTE, INC., 69-1-77
Pressure Rating Standard for Steam
Traps: Approval granted for one year
effective October 1, 1980.

On page 64823 under
MANUFACTURERS
STANDARDIZATION SOCIETY the

-address is corrected to read: 5203
Leesburg Pike, suite 520, Falls Church,
Va. 22041, (703) 998-7996, and the
extensions granted to Nov. 1, 1980 for all
the following MSS standards is changed
to Dec. 1,1980.

On page 64824 under MIL-S-901,
Shock Tests, HI, (High Impact);
Shipboard Machinery Equipment and
Systems, Requirements for. Extension
granted to Dec. 1, 1980.

On page 64824 under NATIONAL
FIRE PROTECTION ASSOCIATION,
"To, National Electrical Code, 1980" is
corrected to read: "70, National
Electrical Code, 1980."

On page 64824 under SOCIETY OF
AUTOMOTIVE ENGINEERS, J429,
Mechanical and Quality Requirements
for Externally Threaded Fasteners, 1977:
Approved for one year effective Oct. 1,
1980.

On page 64824 under TUBULAR
EXCHANGER MANUFACTURERS
ASSOCIATION, Heat Exchangers, Class

"B," "C," or "R," 1968 Rev. 1970:
Extension granted to Dec. 1, 1980.

On page 64824 under
UNDERWRITERS LABORATORIES,
UL296, Standard for Oil Burners, 1975:
Extension granted to Dec. 1,1980; and
UL814, Standard for Gas Tube Sign and
Ignition Cable, 1978: Extension granted
to Dec. 1, 1980.

On page 64824 under AMERICAN
SOCIETY FOR TESTING AND
MATERIALS '"3, Test for Flash Point
by Pennsky-Martens Closed Tester,
1973" is corrected to read: "D93, Test for
Flash Point by Pennsky-Martens Closed
Tester, 1977," and approved for one year
effective Oct. 1,1900.

On page 64824 under FEDERAL
SPECIFICATION, ZZ-H-451, Hose, Fire,
Woven-Jacketed Rubber or Cambric-
Lined, with Couplings, E: Approved for
one year effective OcL 1,1980.

On page 64825 under AMERICAN
SOCIETY FOR TESTING AND
MATERIALS, "Di3, Test for Flash Point
by Pensky-Martens Closed Tester,
1973" is corrected to read: "D93, Test for
Flash Point by Pennsky-Martens Closed
Tester, 1977," and approved for one year
effective Oct. 1,190.

On page 64825 under FEDERAL
SPECIFICATION, ZZ-H-451, Fire,
Woven-Jacketed, Rubber or Cambric
Lined, with Couplings, E Approved for
one year effective Oct. 1. 1980.

On page 64825 under INTER-
GOVERNMENTAL MARITIME
CONSULTATIVE ORGANIZATION,
A.264 (VIII), Bulk Grain Cargoes, 1966:
Extension granted to Dec. 1, 1980.

On page 64825 under
UNDERWRITERS LABORATORIES,
UL-19, Woven-Jacketed, Rubber lined
Fire Hose, 1978 at 46 CFR 76.10-10 and
95.10-10: Extensions granted to Dec. 1,
1980.

On page 64826 under
UNDERWRITERS LABORATORIES,
"UL20. Snap Switches, 1974 with revs.
thru 1976 ..... 110.10-1; 1211.55-5" is
corrected to read: "110.10-1; 111.55-5."

On page 64826 under AMERICAN
BUREAU OF SHIPPING, Rules for
Building and Classing Steel Barges for
Offshore Service, 1973: Extension
granted to Dec. 1,1980.

On page 64827 under AMRICAN
NATIONAL STANDARDS INSTITUTE,
all standards are approved for one year
effective Oct 1, 1980.

On page 64827 under
UNDERWRITERS LABORATORIES,
783, Flashlights and Lanterns, Electric,
for Use in Hazardous Locations:
Extension granted to Dec. 1,1980.

On page 64827 under AMERICAN
SOCIETY OF MECHANICAL
ENGINEERS, Boiler and Pressure Vessel
Code. Section VIII Pressure Vessels,

1979 with addenda through Summer
1980: Extension granted to Dec. 1. 1980.

On page 6482 under COAST GUARD,
DWG No. 100.005-1, Life Preserver,
Fibrous Glass Adult and Child (Jacket
Type): Approval granted for one year
effective Oct. 1,1980.

On pages 64828 and 64829 under
FEDERAL SPECIFICATIONS,
extensions are granted to Dec. 1,1980
for all standards.

On page 64829 "T-R-505, Rope,
Manila and Sisal, B, amd.3" is corrected
to read: "T-R-605", and "WW-C-6,
Couplings; Hose, Cotton (Rubber-lined)
and lined (unlined) E amd.1" is
corrected to read: "WW-C-621,
Couplings; Hose, Cotton (Rubber-lined)
and Linen (unlined)"

On page 64829 under FEDERAL
STANDARDS AND TEST METHOD
STANDARDS, extensions are granted to
Dec. 1,1980 for all Federal Standards
and Test Method Standards.

On page 64829 under MILITARY
SPECIFICATIONS, extensions are
granted to Dec. 1. 1980 for all the
Military Specifications.

On page 64&0 under NAVY
DEPARTMENT PLANS extensions are
granted to Dec. 1,1980 for all Navy
Department Plans.

On page 64830 under
UNDERWRITERS LABORATORIES
"UL19M8 Fuses (Class H Fuses), 1975" is
corrected to read: "ULlg8B".

On page 64830 under INSTITUTE OF
ELECTRICAL AND ELECTROI1C
ENGINEERS, 45, Recommended Practice
for Electrical Installations on Shipboard,
1977: Extension granted to Dec. 1, 190.

On page 4831 under FEDERAL
SPECIFICATION, ZZ-H-451, Hose, Fire,
Woven-Jacketed Rubber or Cambric-
Lined, with Couplings, E: Approved for
one year effective Oct. 1,1980.

On page 64831 under
UNDERWRITERS LABORATORIES,
UL-19 Woven-Jacketed, Rubber lined
Fire Hose. 1978: Extension granted to
Dec. 1, 1980.

On page 64831 under AMNERICAN
SOCIETY FOR TESTING AND
MATERIALS, D93, Test for Flash Point
by Pennsky-Martens Closed Tester:.
Approved for one year effective Oct. 1,
1980.

On page 64831 under FEDERAL
SPECIFICATION, "ZZ-H-45, Hose, Fire,
Woven Jacketed Rubber or Cambric-
lined, with Couplings, _," is corrected to
read: "ZZ-H-451" and approved for one
year effective Oct. 1,1980.

On page 64831 under NAVSHIPS 250,
Cable Comparison Guide, 1975:
Extension granted to Dec. 1,1980.

On page 64831 under
UNDERWRITERS LABORATORIES,
UL-595, Marine Type Electric Lighting
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Fixtures, 1974, all revisions through 1977:
Extension granted to Dec. 1, 1980.

On page 64832 under FEDERAL
SPECIFICATIONS, ZZ-H-451, Hose,
Fire, Woven-Jacketed, Rubber or
Cambric-Lined, with Couplings, E:
Approved for one year effective Oct. 1,
1980.

On page 64832 under MILITARY
SPECIFICATIONS, MIL-V-17501,
(Valve, Control, Automatic Sprinkler
System): Extension granted to Dec. 1,
1980.

On page 64832 under
UNDERWRITERS LABORATORIES,
UL-19, Woven Jacketed, Rubber Lined
Fire Hose, 1978: Extension granted to
Dec. 1, 1980.

On page 64836 the following entry is
added and approved for one year
effective Oct. 1, 1980.

49 CFR Part 399-FEDERAL
HIGHWAY ADMINISTRATION,
DEPARTMENT OF TRANSPORTATION

U.S. Dept. of Commerce, National
Technical Information Service, 5285 Port
Royal Road, Springfield, Va. 22161.

Public Health Service Publication No.
1000, Series 11, No. 8, "Weight, Height,
and Selected Body Dimensions of
Adults, United States 1960-62-399.205.
[7R Doca. 80-33901 Filed 10-30-0. 8:45 aml
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DEPARTMENT OF THE INTERIOR

Office of Surface Mining Reclamation
and Enforcement

30 CFR Part 913

Partial Aoproval/Disapproval of the
Permanent Program Submission From
the State of Illinois Under the-Surface
Mining Control and Reclamation Act of
1977

AGENCY: Office of Surface Mining
Reclamation and Enforcement (OSM),
Interior.

ACTION: Proposed rule: partial approval
and disapproval of the Illinois program.

SUMMARY: On March 3,1980, the State of
Illinois submitted to the Department of
the Interior its proposed permanent
regulatory program under the Surface
Mining Control and Reclamation Act of
1977 (SMCRA). The purpose of the
submission is to demonstrate the-State's
intent and capability to administer and
enforce the provisions of SMCRA and
the permanent regulatory program
regulations, 30 CFR Chapter VII.

After providing opportunities for
public comment and thorough review of
the program submission, the Secretary
of the Interior has determined that the
Illinois program only partially meets the
minimum requirements of SMCRA and
the Federal Permanent program"
regulations. Accordingly, the Secretary
of the Interior has approved in part and
disapproved in part the Illinois program,
The purpose of this document is to
acknowledge the partial approval and
disapproval of the program and
therefore establish the beginning of the'
60 day period in which Illinois has to'
submit revisiots to those portions of the
program that have been disapproved by
the Secretary. Illinois will not assume
primary jurisdiction for implementing
SMCRA until its program receives
complete approval.
DATE: Illinois has until Decembef 30,
1980 to submit revisio's of the
disapproved portions of the program for
the Secretary's consideration.
ADDRESSES: Copies of the Illinois
program submission and the
administrative record on the Illinois
program are available for public
inspection and copying during business
hours at:
Office of Surface Mining Reclamation

and Enforcement, Room 153, Interior
South Bldg., 1951 Constitution Ave.,
Washington, D.C. 20240.

Office of Surface Mining Reclamation
and Enforcement, Region III, Fifth
Floor, Room 510, Federal Building and

U.S. Courthouse, 46 East Ohio Street,
Indianapolis, Indiana 46204.

Department of Mines and Minerals,
Division of Land Reclamation, 227
.South 7th Street, Suite 204,
Springfield, Illinois 62706,

Department of Mines and Minerals,'
Division of Land Reclamation,
Southern District Field Office, Route 6,
Box 140A, Marion, Illinois 62959.

,FOR FURTHER INFORMATION CONTACT:
Mr. Carl C. Close, Assistant Director,
State and Federal Programs, Office of
Surface Mining Reclamation and
Enforcement, U.S. Department of the
Interior, South Building, 1951
Constitution Avenue, N.W., Washington,
D.C. 20Z40, Telephone (202) 343-4225.
SUPPLEMENTARY INFORMATION: This
notice is arranged as set forth in the
following table:

I General Background on Permanent
Program

I1 General Background on State Program
Approval Process

III Background on the Illinois Program
Submission

IV Secretary's findings under Section 503
of SMCRA

1. Statute (General) -
2. Sanctions for Violations
3. Administrative/Technical Personnel and

Funds
4. Permit System
5. Areas Unsuitable for Mining -
6. Coordinating Permit Review/Issuance
7. Regulations (General) "
8. Solicited/Disclosed Views.of the

Environmental Protection Agency (EPA), and
other Federal Agencies.

9. Concurrence of EPA
10. Held Public Meeting and Hearings_
11. Legal Authority/Qualified Personnel
V Secretary's findings Under 30 CFR

732.15
12. Program Provisions for Carrying out

SMCRA/30 CFR Chapter VII (General)
13. Alternate Approaches ("State

Window")
14. Performance Standards--{SubchapterK)
15. Permits-(Subchapter G)
16. Coal Exploration-(30 CFR 776, 815)
17. Coal Extraction-(Incidental)-[30 CFR

707)
18. Enter, Inspect, Monitor-(30 CFR 840)
19. Performance Bonds-(Subchapter J)
20. Civil and Criminal Sanctions-30 CFR

845)
21. Notices and Violations/Cessation

Orders (30 CFR 842, 843)
22. Lands Unsuitable--(Sub chapter F)
23. Public Participation
24, Conflict of Interest-(30 CFR 705)
25. Blasting--(Section 719 of SMCRA)
26. Small Operator Assistance Program-

(30 CFR 795)
27. Protection of Employees-(30 CFR 665)
28. Adminstrative and Judicial Review

(Subchapter L]
29. Provisions of Documents/Information to.

OSM
30.-Laws

31. Personnel and Funds
VI Disposition of Comments
VII Approval In Part/Disapproval in Part
Vill Effect of This Action
IX Additional Findings

I. General Background on the Permanent
Program

The environmental protection
provisions of SMCRA are being
implemented in two phases.-the Initial
program and the permanent program-In
accordance with Sections 501-503 of
SMCRA, 30 U.S.C. 1251-1253. The initial
program, which became effective on
February 3, 1978, for new coal mining
operations on non-Federal and non-
Indian lands that received state permits
on or after that date, and on May 3,
1978, for all coal mines existing on
February 3,1978, is administered and
enforced by the Federal Government.
The initial program.rules were
promulgated by the Secretary on
December 13, 1977, under 30 CFR Parts
710-725 (42 FR 62639).

The permanent program will become
effective in each state upon either the
approval of a state program by the
Secretary of the Interior or
implementation of a Federal program
within the state. To be approved, a state
program must demonstrate that the state
is capable of carrying out the provisions
of SMCRA in regulating surface coal
mining within the state. If a state
program is approved, the state, rather
than the Federal governnent, will be the
primary regulator of activities subject to
SMCRA. The Federal regulations for the
permanent program, including
procedures for states to follow In
submitting state programs and minimum
standards and procedures the State
programs must include to be eligible for
approval, are found in 30 CFR Parts 700-
707 and 730-865. Part 705 was published
October 20, 1977 (42 FR 56004), hnd Parts
795 and 865 (originally Part 830) were

.published December 13, 1977 (42 FR
62639). The other permanent program
regulations were published March 13,
1979 (44 FR 15312-15463). Errata notices
were published March 14,1979 (44 FR
15485), August 24, 1979 (44 FR 49073-
49687), September 14, 1979 (44 FR 53507-
53509), November 19, 1979 (44 FR 66195),
April 16,1980 (45 FR 26001), June 5, 1900
(45 FR 37818) and July 15,1980 (45 FR
47424). Amendments to the regulations
were published October 22, 1979 (44 FR
60969), as corrected December 19, 1979
(44 FR 75303), December 19, 1979 (44 FR
75302-75303), December 31, 1979 (44 FR
77440-77447), January,11, 1980 (45 FR
2626-2629), April 16,1980 (45 FR 25998-
26001), May 20, 1980 (45 FR 33920-
33927), June 10, 1980 (45 FR 39440-39447)
and August 6, 1980 (45 FR 52300-52324).

M I I I I I
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Portions of these regulations that have
been suspended, pending further
rulemaking, were published on
November 27,1979 (44 FR 67942),
December 31,1979 (44 FR 77447-77454),
January 30,1980 (45 FR 6913) and August
4,1980 (45 FR 51547-51549).

II. General Background on the State
Program Approval Process

The Federal regulations governing
state program submissions are found at
30 CFR Parts 730-732. Any state wishing
to assume primary jurisdiction under
SMCRA for the regulation of surface
coal mining within the state may submit
a state program for the Secretary's
consideration. The Secretary of the
Interior has the responsibility to
approve or disapprove the program, and
must approve or disapprove each
specific part of the program. After
review of the submissioriby OSM and
other agencies, and opportunity for the
state to make additions or modifications
to the program and an opportunity for
public comment, the Secretary may
approve the program unconditionally,
approve it conditioned upon minor
deficiencies being corrected in
accordance with a specified timetable,
disapprove the program, or approve it in
part and disapprove it in part. If a
program or a part thereof is
disapproved, the state may submit a
revised program that is corrected to
meet the requirements of SMCRA and
the applicable Federal regulations. If the
revised program or a part thereof is also
disapproved, SMCRA requires the
Secretary of the Interior to establish a
Federal program in that state. The state
may submit a further proposed state
program for the Secretary's
consideration after the Federal program
has been implemented.

The 104 Day Rule

As originally promulgated, 30 CFR
732.11(d) required that State make any
modifications and additions to state
program submissions by November 15,
1979. That section stated:

Program submissions that do not contain
all required and fully enacted laws and
regulations by November 15, 1979, will be
disapproved pursuant to the procedures for
the Secretary's initial decision in § 732.13.

As a result of litigation in the U.S.
District Court for the District of
Columbia, the deadline for states to
submit proposed programs was
extended from August 3,1979, to March
3,1980 and the November 15,1979, date
in 30 CFR 732.11(d) and 732.12(b)(2)
became obsolete. Therefore, on May 20,
1980, (45 FR 33927) 30 CFR 732.11(d) and
732.12(b)(2) were amended to change the

November 15,1979, date to the 104th day
after program submission. Other minor
adjustments were made to the
timetables for comments and hearings.

The Secretary's rules for the review of
State programs implement his policy
that industry, the public, and other
agencies of government should have an
opportunity to participate effectively in
his decisions. The Secretary also has a
policy that a State should be afforded
the maximum opportunity possible to
change its program, when necessary, to
cure any deficiencies in it.

To accomplish both of these policy
objectives, the Secretary determined
that the laws and rules upon which he
bases his decision on a state program
must be finalized prior to the beginning
of the public comment period on the
program. By identifying the laws and
rules in effect on the 104th day as the
basis of his program approval decision,
the Secretary assists commenters by
informing them of program elements that
should be reviewed. Meaningful public
comment would be undermined if the
program elements were constantly
changing until the day before the
Secretary's decision.

The 104 day rule affords the State 3
months following submission within
which to modify its laws and rules. In
addition, after the Secretary's initial
program decision, the State has
additional opportunities to revise its
laws and regulations.

All program elements other than laws
and rules, including Attorney General's
opinions, program narratives,
descriptions and other information, may
be revised by the state at any time prior
to program approval. The Secretary will
provide opportunity for public comment
on those changes, as appropriate.

Effect of Litigation of the Federal
Permanent Regulatory Progrom

The Secretary, in reviewing state
programs, is applying the provisions of
Section 503 of SMCRA, 30 U.S.C. 1253,
and 30 CFR 732.15. In reviewing the
Illinois program, the Secretary has
followed the Federal regulatory criteria
cited above as affected by decisions of
the U.S. District Court for the District of
Columbia in In Re. Permanent Surface
Mining Regulation Litigation. That
litigation is a consolidation of several
lawsuits challenging the Secretary's
permanent regulatory program.

Because of the complexity of that
litigation, the court issued its decision in
two "rounds." The "Round 1" opinion,
issued February 26, 1980, denied several
generic challenges to the permanent
program regulations, but remanded all
or parts of twenty-two specific
regulations. The "Round I" opinion,

issued May 16,1980, denied additional
generic challenges to the regulations, but
remanded some 40 additional parts,
sections or subsections of the
regulations. The court also ordered the
Secretary to "affirmatively disapprove,
under Section 503 [of SMCRA], those
segments of a state program that
incorporate a suspended or remanded
regulation" (Mem. Op., May 16,1980, p.
49). However, on August 15,1980, the
court stayed this portion of its opinion.
The effect of this stay is to allow the
Secretary to approve state program
provisions in the three circumstances
described in paragraph I below.
Therefore, the Secretary is applying the
following standards to the review of
state program submissions:

1. The Secretary need-not
affirmatively disapprove state
provisions similar to those Federal
regulations that have been suspended or
remanded by the District Court where
the state has adopted such provisions in
a rulemaking or legislative proceeding
that occurred either (1) before the
enactment of SMCRA. or (2) after the
date of the Round II District Court
decision, since such state regulations
clearly are not based solely upon the
suspended or remanded Federal
regulations. (3) In addition, the
Secretary need not affirmatively
disapprove provisions based upon
suspended or remanded FQderal rules if
a responsible state official has
requested the Secretary to approve
them.

2. The Secretary will affirmatively
disapprove all provisions of a state
program that incorporate suspended or
remanded Federal rules and do not fall
into one of the three categories in
paragraph 1. above. The Secretary
believes that the effect bf his
"affirmative disapproval" of such a
section in a state's regulations is that the
requirements of that section are not
enforceable in the permanent program at
the Federal level to the extent they have
been disapproved. That is, to the extent
a provision is disapproved, no cause of
action for its enforcement exists in a
Federal court, and Federal inspections
will not result in notices of violation or
cessation orders based upon the
"affirmatively disapproved" provisions.
The Secretary. takes no position as to
whether the affirmatively disapproved
provisions are enforceable under State
law and in State courts. Accordingly,
these provisions are not being
superseded as a matter of Federal law.

3. A state program need not contain
provisions to implement a suspended
regulation and no state program will be

I| III II
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disapproved for failure to contain a
counterpart to a suspended regulation.

4. A state must have authority to
implement all permanent -program
provisions of.SMCRA, including those
provisions of SMCRA upon which the
suspended regulations were based.

5. A'state program may not contain
any provision that is inconsistent with a
provision of SMCRA.

6. Only those provisions thatneednot
be disapproved because of the District
Court's order will'be evaluated. These
-p'rovisions will be -unconditionally
approved, conditionally approved, or
disapproved, in whole or in part, in
accordance with 30 CFR 732.13.

7. Upon promulgation of new
regulations to replace-those that have
been suspendedor-remanded, the
Secretary will affrdstates that have
approved or conditionally-approved
programs a reasonable opportunity to
amend their programs, as appropriate. In
general, the Secretary expects that the
provisions'of 30 CFR 732.17 will govern
this process.

A list of the regulations suspended or
remanded as a result of the Round I and
Round II decisions was published in the
Federal Register on July 7,1980 (45 FR
45604). Notice of.availability of a
tentative listing of proposed Illinois
regulations that incorporatd suspended
or remanded Federal Regulations was
published at 45 FR 46820-46826, July 11,
1980.

III. Background on the Illinois Program
Submission

The Illinois surface mining legislation
was enacted September 22, 1979. The
Illinois permanent program submission
was received by the OSM, Region III,
office on'March 3,1980. The submission
included regulations that were
proposed, but not fully promulgated.
Appropriate distribution was made
within OSM and to other governmental
agencies. Announcement of receipt of
the submission was made in
newspapers of general circulation in the
state of Illinois andpublished in the
Federal Register on March 11, 1980 (44
FR 15583-15584).

An appropriately announced public
review meeting regarding completeness
of the submission was held in
Springfield,, Illinois on April 10, 1980.

Comments from reviewers regarding
the content of the Illinois program were
received by the Region III office,.and a
list of deficiencies and suggestions for
corrections was forwarded to the Illinois
Department of Mines andMinerals
(IDMM, the agency that is to be the
regulatory authority.under the Illinois
program) on May 1, 1980
(Administrative Record Number (ARN):

111-0063]: The determination that the
state program was incomplete was
published.in the Federal Register (45 FR
29"310-29311) on May 2,1980. The
Federal Register notice, published in
accordance with Section 7M2.11(c)-of the
periianent xegulatory program
rdgulations, noted that the following
required elements were missing from the
proposed Illinois permanent regulatory
program:

1. A legal opinion from the Attorney
General as required by 30 CFR731.14(c).

2. Narratives ordescriptions of the
existing andjorproposed organization
of the Illinois regulatory-authority as
required by30 CFR731.14(e].
- 3. Statistical information describing

coal exploration (operations or-
statement that no such information is
available as required by .30 CFR
731.14(h).

4. Brief descriptions of other programs
that may be adlinistered by the
regulatory authority as requirediby 30
CFR 731.14(o). -

5. A copy of regulations that were in
the process of promulgation as required
by 30 CFR 731.14(a).

On May 22, 1980, substantive
comments regarding the Illinois
submisiion were forwarded to IDMM by
OSM, Region III (ARM M1-0076).

On June 6, 9.and 22, 1980, public
meetings were held between Region III-
OSM and IDMM to discuss the
comments in the May 22, 1980, letter.
The results of these meetings are
documented in the Administrative
Record (ARN Ill-0095-0111, 0113).

On June 16, 1980, the 104th day after
submission of the program, IDMM
submitted to OSMrevisions and
additions to the Illinois permanent
program submission. The additions and
revisions submitted by Illinois on June
16, 1980, are listed below:

Volume 6-Supplemental Information:
Tab A-Narrative and Descriptions of

- Existing and proposed organization of
the Agency-with Functional
Organization Charts (Supplement to Tab
E., Volume 1).

Tab B-statement and Data
Concerning Coal Exploration
Operations.

Tab C-Brief Description of Other
Programs Administered by the
Regulatory Authority (omitted from Tab
N., Volume 1).

Tab D-A.statement Regarding Public
Participation (refer to Tab N., Volume 2).

Tab E-J-Other Applicable'state
Laws and Regulations.

-Volume 7-A legal Opinion of the
Attorney General and a section-by-
section comparison of the Act and
regulations.

* Volume 8--Civil Administrative Code.

Volume 9L-A copy of the June 13,
1980, Illinois Register, which Includes
the proposed state program regulations

, at pages 1-135.
The revised proposed regulations

submitted by Illinois on June 16, 1980,
were not fully promulgated. As
described above in the discussion of the
104 Day Rule under General Background
on the State Programs Approval
Process, proposed regulatons may not
form the basis for approval ofa state
program. Therefore, this notice does not
contain findings on the proposed Illinois
regulations.

On June 26, 1980, the Regional
Director published in the Federal
Register (45 FR 43221-43223) and tn
newspapers of general circulation
within the state of Illinois a notice that
the amended Illinois submission was
complete. The notice set forth a
summary of the a~qnded state program,
the times and locations for public
review of the program, and procedures
for the public hearings on the substanco
of the Illinois program. The notice stated
that the public comment period on the
program would extend until 4:30 p.m,
July 30,1980.

In abcordance with the June 26, 1980,
notice, public hearings regarding the
Illinois permanent program submission
were held in Springfield, Illinois, on July
24,1980, and in Marion, Illinois, on July
25, 1980.

On July 30, 1980, the last day of tho
public comment period on the Illinois
program submission, Illinois submitted
substantial additional information,
including revised proposed regulations
to OSM. The information submitted on
July 30,1980, by Illinois includes:

1. Letter of Transmittal from IDMM to
Edgar A. Imhoff dated July 29, 1980.

2. Letter of Alternatives (10 Issues)
from IDMM to Edgar A. Imhoff dated
July 29, 1980.

3. Letter in regard to Permit
Completeness from Harvey Sheldon to
Edgar A. Imhoff dated July 30, 1980,

4. Volume 10-Response to
Attachments A and C of OSM Ill-May
22, 1980, letter.

5. Volume 11-Proposed Final
Regulations.

6. Volume 12-Written and Public
Hearing Comments Received during
rulemaking with Department Action rule
1700-1815.

7. Volume 13-Written and Public
Hearing Comments received during
rulemaking with Department Action
1816-1845.

As stated previously, revised
propbsed regulations may not form the
basis for approval of a state prografm
and this notice will not discuss proposed
regulations. However, as provided in the
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June 26,1980, notice of public comment
period and public hearings on the
Illinois program submission (see 45 FR
43222, col. 2), OSM will review the
proposed regulations and provide
comments on their adequacy to the state
of Illinois separately from this notice.
These separate comments will be
available to the public at the places
listed above under "Addresses."

The Regional Director completed his
program review on August 12,1980. and
forwarded the public hearing transcript,
written presentations, exhibits and
copies of all comments to the Director
together with a recommendation that the
program be approved in part and
disapproved in part.

On August 20,1980, 45 FR 55478, the
Secretary publicly disclosed the views
of the Administrator of the
Environmental Protection Agency, the
Secretary of Agriculture, and the heads
of other Federal agencies.

On August 22,1980, ARN: ILL-O90,
the Director communicated to Illinois
the August 15,1980, opinion of the U.S.
District court for the District of
Columbia staying its order to
"affirmatively disapprove" segments of
a state program incorporating
suspended or remanded Federal
regulations. The state was asked to
inform OSM if there were any such
provisions in its program that Illinois
wished the Secretary not to disapprove
affirmatively. No reply has been
received from Illinois.

On September 23, 1980, the
Administrator of the Environmental
Protection Agency transmitted his
written concurrence on the portions of
the Illinois program that the Secretary Is
approving at this time.

On September 25,1980, the Director
recommended to the Secretary that the
program be approved in part and
disapproved in part.

Secretary's Findings

In reaching his decision to approve in
part and disapprove in part the Illinois
program submission, the Secretary
makes the following findings pursuant to
Section 503 of SMCRA and 30 CFR
732.15. Where appropriate these findings
offer corrective action that may be

-utilized by Illinois in revising
disapproved parts of the program for
resubmission. However, the resubmitted

.portions of the program will be subject
to review and comment by the public
prior to a final decision by the
Secretary.

Findings made under Section 503(a)(1)
through (7] and (b)(1) through (4] are
numbered (1) through (11). Findings
made under 30 CFR 732.15(a), (b)(1)

through (16), (c) and (d) are numbered
(12) through (31).
IV, Findings Under Section 503 of
SMCRA

(1) The Secretary finds that the state
of Illinois has in part a state law that
fully provides for regulation of surface
coal mining and reclamation operations
in accordance with the requirements of
SMCRA for the reasons relating to
statutory provisions submitted with the
program that are discussed specifically
under Findings 12 through 31 below.

(2) The Secretary finds that Illinois
has in part a state law that fully
provides sanctions for violations of state
laws, regulations or conditions of
permits concerning surface coal mining
and reclamation operations, which
sanctions shall meet the minimum
requirements of SMCRA including
criminal sanctions, forfeiture of bonds,
suspensions, revocations, and
withholding of permits, and the issuance
of cease-and-desist orders by the state
regulatory authority or Its inspectors for
the reasons specifically set forth under
Findings 14, 15,16, 17, 18, 19, 20 and 21
below.

(3) The Secretary finds that Illinois
does not have a state regulatory
authority with suffIcient administrative
and technical personnel and sufficient
funding to enable the State to regulate
surface coal mining and reclamation
operations in accordance with the
requirements of SMCRA for the reasons
set forth below under Finding 31.

(4) The Secretary finds that Illinois
has in part a state law that fully
provides for the effective
implementation, maintenance, and
enforcement of a permitsystem meeting
the requirements of SMCRA for the
regulation of surface coal mining and
reclamation operations on non-Indian
and non.Federal lands within the State
for the reasons set forth under Finding
15 below.

(5) The Secretary finds that the state
program in part provides for
establishment of a process for
designation of areas as unsuitable for
surface coal mining in accordance with
Section 522 of SMCRA for the reasons
set forth below under Finding 22.

(6) The Secretary finds that the state
program establishes in part a process to
avoid duplication by coordinating the
review and issuance of permits for
surface coal mining and reclamation
operations with other Federal or state
permit processes applicable to the
proposed operations for the reasons set
forth below under Finding 27.

(7) The Secretary finds that the State
of Illinois does not have rules and
regulations fully consistent with the

regulations issued by the Secretary
pursuant to SMCRA because the State
did not have fully promulgated
regulations on June 16,1980, the 104th
day after program submission, as
required by 30 CFR 732.11(d).

(8) The Secretary has solicited and
publicly disclosed the views of the
Administrator of the Environmental
Protection Agency, the Secretary of
Agriculture, and the heads of other
Federal agencies concerned with or
having special expertise pertinent to the
proposed Illinois program.

(9) The Secretary has obtained the
written concurrence of the
Administrator of the Environmental
Protection Agency with respect to those
aspects of the Illinois program that are
being approved at this time and which
relate to air or water quality standards
promulgated under the authority of the
Federal Water Pollution Control Act, 33
U.S.C. 1151-1175, and the Clean Air Act,
42 U.S.C. 7401 el seq.

(10) The Secretary, through OSM, held
a public review meeting in Springfield,
Illinois, on April 10,1980, to discuss the
Illinois program submission and its
completeness and held public hearings
In Springfield. Illinois, on July 24,1980,
and in Marion, Illinois, on July 25,1980,
on the substance of the Illinois program
submission.

(11) The Secretary finds that the State
of Illinois has in part the legal authority
and qualified personnel necessary for
the enforcement of the environmental
protection standards of SMCRA and 30
CFR Chapter VII, for the reasons set
forth below under Findings 12-31.

V. Findings Under 30 CFR 732.15

For each of the specific following
findings, the Federal statute citation is
given first, followed by the
corresponding Illinois statute citation. In
accordance with 30 CFR 732.15, the
Secretary finds the following on the
basis of information in the Illinois
program submission, public comments,
testimony and written presentations at
the public hearings. and other relevant
information.

Finding 12

The Secretary finds that the Illinois
program submission does not provide in
full for Illinois to carry out the
provisions and meet the purposes of
SMCRA and the Secretary's
implementing regulations in 30 CFR
Chapter VII, This finding is made under
30 CFR 732.15(a). Detailed discussion of
the basis of this finding is found in the
discussions following Findings 13-31.
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Finding 13
The Illinois permanent program

submission did not contain any
proposed "state window" items
submitted pursuant to 30 CFR 731.13. As
a result of public meetings held on June
6 and 9, 1980, the Illinois'Department of
Mines and Minerals agreeo to consider
submitting the following sections of the
Illinois proposed regulations as state
windows: 1816.49(c), 1816.83, •
1816,85(c)(3), 1816.89(b), 1816.103(a),
1817.49(c), 1817.89(b). No such state
window provisions have been
submitted. This finding is made under 30
CFR 732.15(a).
Finding 14
• The Secretary finds that the Illinois
Department of Mines and Minerals does
not have full authority under Illinois'
laws and regulations to regulate coal
exploration and surface coalmining and
reclamation operations and. that the
Illinois program submission does not
include the provisions necessary to,
implement, administer, and enforce all
applicable rejtirements consistent with
Subchaptee K of 30 CFR Chapter VII.
This finding is made under 30 CFR
732.15(b)(1) andis based upon the lack
of promulgated regulations and on the
findings listed below.

14,1 Section 515(ao--$ectionr 3.01 and
4.01. SMCRA Section 515(a) requires
any permit issued for "surface coal
mining operations" to require those
operations to meet all applicable
performance standards in.SMCRA.
Illinois Section 3.01 requires "surface
mining operations" to comply at a
minimum with the performance
standards of Article III of the.Illinois
statute and Section 4.01 requires
"underground mining operations" to
comply at a minimum with-the
performance standards of Article IV of
the Illinois statute.

The Illinois definition of "underground
mining operations" in Section 1.03(a)(26)
excludes surface impacts incident to .
underground mining operations. The /

SMCRA definition of "surface coal
mining operations" explicitly includes
such impacts. However, Section4.11 of
the Illinois statute iequires surface
impacts incident-to an underground
operation to comply with the
performance standards of Article III of
the Illinois statute.

Illinois, in it6 July 30, 1980,
submission, explains' that Sections 8.06
(b) and (c), Which require enforcement
actions to be taken against violations
"of any requirement" of the Illinois
statute, require mining operations to
comply with all performance standards
in the Illinois statute. This does not

conflict with the language-of Sections
.3.01 and 4.01, which refer to compliance
with the performance standards as
minimal requirements. Therefore,
Sections 3.01 and 4.01 are consistent
with SMCRA.
, 14.2 Section 515[b)(3)--Sectlon

.3.04(a). The Illinois term "affected land"
is substituted for the Federal term
"surface coal mining operations" in
regulating what lands must bebackfilled
and graded. As Illinois points out in its
July 30, 1980, submission, the intent of
Section 515(b)(3) is to require backfilling
and grading of lands where mining
operations occur or disturb the natural
land surface. As defined by Section
1.03(a)(1) of the Illinois statute, "affected
land" includes areas where surface or
underground mining operations occur or
distugb the natural land surface.
However, the Illinois definition of
undergroundmining operations excludes
some surface impacts incident to an
underground operation. Thus, the Illinois
statute would not require backflling and
gradihg of subsidence:depressions, and
other surface impacts of underground
operations, which is inconsistent with
SMCRA.

14.3 Section 515b)(3)-Section
3.04(b). SMCRA requires that, in order to
obtain the thin overburden exemption
from the approximate original contour
requirement, miffing must have been
carried out at the same location "over a
substantial period of time." Illinois
substitutes the phrase "over a period
greater that one year." The Secretary
finds this language is consistent with
SMCRA and 30 CFR 816.104.

14.4 Sectidn 515(b)(3)-Section
3.04(c). The Illinois statute would allow
variances from the -requirement to return
to the approximate original contour *
wherever there'is excess overburden.
Sectibn 515(b)(3) of SMCRA requires
that this variance be granted only
"where the volume .of overburden is
large relative-to the thickness of the coal
deposit." The Illinois provision would
impermissibly broaden the approximate
original contour provisions SMCRA and
i, therefore, less stringent.

14.5 No corresponding.Federal
pro vision-3.07[b), (d) and (B". The
Illinois statute contains -performance
standards for high capability lands,
which are defined in Section 3.07(d) as
land that is non-prime farm land but
capable of row crop utse. SMCRA has no
such provision. Section 3.07ff) indicates
that the high'capability land
performance standards in Section
3.07(b) are in addition to the other -
requirements of the Illinois statute.
However, Section 3.07(b) would allow
removal and replacement of only part of
the topsoil, which would be inconsistent

witf SMCRA Section 515(b)(5). In
addition, it would allow the topsoil to be
replaced with other available material
that is suitable for revegetation. SMCRA
Section 515(b)(5) allows such
substitution only where the topsoil Is of
poor quality for where the substituted
material is more suitable than the
'topsoil for revegetation. The Illinois
provision is inconsistent with SMCRA.

14.6 Section 515(b) (8)-Section
3.08(b). SMCRA Section 515(b)(8) allows
permanent impoundments only "if
authorized in the approved mining and
reclamation plan and permit." Illinois
Section 3.08(b) does not contain this
language, but it does require state
approval of permanent impoundments of
water, and thus appears to be consistent
with SMCRA. The Illinois rules should
clarify that permanent impoundments
will not be allowed except as authorized
by the mining and reclamation plan.

14.7 Section 515(b)(10) B1---Section
3.08(a). The Jllinois provision concerning
runoff water contains standards that are
not found in SMCRA. The Illinois
statutory side-by-side submitted by
Illinois in accordance with 30 CFR
731.14(a) indicates that Section 3.08(a) is
intended to be consistent with SMCRA
Section 515(b)(10)(B) (See Vol, 4, p. 36 of
Illinois submission). However, the
reference to draining runoff water from
affected areas is uiclear. In addition,
the Illinois provision would allow
construction of temporary
impoundments "in accordance with
sound engineering practices and
standards adopted by the Department
by rule." This would be acceptable only
if the Illinois regulations are consistent
with the requirement in Section
515(b)(10)(B) that siltation structures be
constructed as designed and approved
in the reclamation plan using the best
technology currently available. A
conclusion on this section is not
possible at present.

14.8 'Section 515(b)O(10)(B)(iil-
Section 3.10(d). Section 515(b)(10)(B)(il)
requires that 'siltation structures shall be
constructed prior to commencement of
operation. Illinois Section 3.10(d) is less
stringent that SMCRA because it
provides that such structures "may"
rather than "shall" be constructed prior
to commencement of operations.
Furthermore, SMCRA requires that an
engineer certify that the structure is
constructed as designed, whereas the
Illinois provision does not clearly
require that the construction of siltation
structures be certified by a qualified
registered engineer.

14.9 Section 515(b)(10)(C--Section
3.10(e). Illinois Section 3.10(e) requires
that siltation structures be cleaned out
and removed after revegetation unless

I
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"consistent with the reclamation plan."
Illinois, in its July 30,1980, submission,
states that this language is intended to
exempt only permanent impoundments
approved in accordance with Illinois
Section 3.08(b) (the Illinois counterpart
to SMCRA Section 515(b)(8)) and not to
modify the SMCRA requirement that
temporary impoundments be cleaned
out and removed after revegetation.
Based upon this assurance, the
Secretary finds the Illinois provision to
be acceptable.

14.10 Section 515(b)(14)-Section
3.11(c). SMCRA Section 515(b)[14) is a
performance standard for disposal of
materials constituting a fire hazard. The
illinois statute law conthins additional
language that lists minimum disposal
standards. Certain of these standards
are inconsistent with SMCRA, since
they would allow covering of toxic
materials with water, may allow
variances from the approximate original
contour provisions of SMCRA and may
allow revegetation not meeting the
SMCRA standards.

14.11 Section 515(b)(16)-.Section
3.25(b). The Illinois provision requires
extensions of the reclamation period
under the following situations: "Acts of
God, strikes, inability to receive ordered
equipment or extended periods of
unreasonable and unexpected weather
have made completion within these time
limits impossible." This authority is
consistent with the SMCRA requirement
that reclamation be as contemporaneous
as practicable.

14.12 No corresponding Federal
provision--Section 3.14(c). The Illinois
provision requires removal and grading
of abandoned roads and mine drainage
ditches except where the State
determines that retention of a road or
ditch is "consistent with and necessary
to the reclamation plan." Section 3.14(c)
does not clearly require, as does
SMCRA, that this determination of
consistency with the reclamation plan
be made in the context of the permitting
process. However, Illinois, in its July 30,
1980, submission, asserts that such a
determination must be made as part of a
permitting decision. Based upon this
assertion, this Illinois provision is
consistent with SMCRA.

14.13 Section 515(b)(20)-Section
3.15(b). The Illinois provision for
responsibility for successful
revegetation states that it "does not
preclude responsible land management
practices" on the land being
revegetated. In its July 30,1980,
submission, Illinois indicates that this is
intended to prevent normal land
management practices from being
considered augmentation that could
cause the five year period for measuring

success to start over again. The
preamble to 30 CPR 816.116(b)(1) makes
clear that an "accepted local agricultural
practice that can be expected to
continue as a postmining practice" shall
not be considered augmentation. 44 FR
15237, Col. 1, March 13,1979. The Illinois
provision Is inconsistent with SMCRA
because "responsible land management
practices" are not practices that can be
expected to continue durin8 the post
mining period.

14.14 Section 515(b) (2O)-Section
3.15(c). Illinois allows the 5-year period
of responsibility for revegetation of high
capability lands to commence at the
date of initial planting rather than after
the first full year of augmented seeding,
fertilizing and other revegetation work.
The first proviso of Section 515(b)(20),
however, allows the period of
responsibility to commence with initial
planting only where long-term intensive
agricultural postmining land use has
been approved regardless of what type
of land is involved. Illinois asserts In its
July 30,1980, submission that its
provision is more stringent than
SMCRA. However, the purpose of the
first proviso in Section 515(b)(20) is to
prevent the period of responsibility from
recommencing each growing season
when new crops are planted and
fertilized. If this standard were applied
to non-farmed lands, the operator would
be able to conduct augmented seeding,
fertilizing and other revegetation work
throughout the period of responsibility
up until the last two years of the period,
the time for determining success of
revegetation (See 30 CFR
816.116(b)(1)(i)). The effects of such
recent augmented revegetation practices
would prevent a true determination of
whether a permanent and self-sustaining
vegetative cover has been established.
Therefore, the Illinois provision is less
stringent than SMCRA.

14.15 Section 515(b)(20-Section
3.15(c). Illinois allows exceptions to the
requirement in Section 3.15(c) that the
period of responsibility for revegetation
commence with the initial planting. This
provision would be acceptable if
interpreted to allow the period of
responsibility to commence at a date
later, but not earlier, than the date of
initial planting. The scope of the Illinois
exception is unclear. No conclusion on
the consistency of the Illinois provision
with SMCRA is possible at this time.

14.16 Section 515(e--Section 3.23(e).
The Illinois provision does not restrict
the postmining land uses for which
variances from the steep-slope
performance standards may be granted.
SMCRA Section 515(e)(2) allows the
granting of variances only so as to

render the land suitable for industrial
commercial, residential or public
postnining land uses. The Illinois July
30.1980, submission indicates that
variances would also be granted in
Illinois for agricultural purposes.
However, the intent of SMCRA to -
prohibit steep-slope variances for
agricultural postmining land uses is
made clear by Section 515{c)(3J, which
explicitly allows such variances from
the mountaintop removal performance
standards. The Illinois provision is
inconsistent with Section 515(e)(2) and
cannot be accepted.

Findfng 15
The Secretary finds that Illinois does

not have full authority under State laws,
regulations or provisions in the State
program to implement, administer and
enforce a permit system consistent with
the regulations of Subchapter G of 30
CFR Chapter VII and prohibit surface
coal mining and reclamation operations
wihout a permit issued by the regulatory
authority. This finding is made under 30
CFR 732.15(b) and is based upon the
lack of promulgated regulations and the
findings listed below.

15.1 Section 506f)-Section 206(b).
SMCRA provides that a successor in
interest to a permittee, after meeting
certain criteria, may continue surface
mining and reclamation operations until
the successor's application for a new
permit is granted or denied. The Illinois
provision is consistent with SMCRA.
since successors in interest in Illinois
would have to apply fornew permits
prior to commencing operations. '

15.2 Section 510(a)-Section 211.
SMCRA requires the regulatory
authority to notify local governmental
officials within 10 days of granting a
permit. Illinois' provision requires
prompt notification of such officials. The
Illinois July 30,1980, submission states
that the promulgated regulations will
require notice within 10 days of permit
approval. This would be acceptable.

15.3 Section 510(a)-Section 2-08(a).
SMCRA provides granting or denial of
permit applications on the basis of a
complete mining application and
reclamation plan or a revision or
renewal thereof. Illinois' deletion of
"renewal" appears to limit the
applicability of this section. However,
Illinois Section 2.07 prescribes
requirements for renewal applications "
that are consistent with SMCRA.

15.4 Section 510(d)(1)-Section 2.06(b).
SMCRA requires consultation with the
Secretary of Agriculture prior to
approving a permit application that
involves prime farmland. Ilinois has
omitted this required consultation,
which could render its statute
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inconsistent with SMCRA. Illinois states
in its July 30, 1980, submission that its
promulgated rules will require.
-consultation with the Secretary of
Agriculture prior to permit approval.
This would be acceptable.

15.5 Sections 510 and 511-Section
2.08(c). Illinois adds language to its
statute that provides review of permits
and revised permits for its interagency
committee and county board review.
This language is acceptable provided
"the involvement of the interagency
committee and county board complies
with Sections 510(a), 511(a) and 513 of
SMCRA.

15.6 Section 511(a)(1)-Section 2.03(b).
SMCRA requires that a revised
reclamation plan be submitted with an
application for revision of a permit. The
Illinois provision would allow as an
alternative "a statement with supporting
evidence that the proposed revision
does not require a revision of the
reclamation plan". This is consistent
with the intent of SMCRA that decisions
on permit revision approval be based
upon either a-revised reclamation plan
or the original reclamation plan where
that plan covers the revised operation.

15.7 Section 511(a) [2)-Section 2.09(a).
The Illinois provision does not require
that the regulatory authority establish a
time period for approval or disapproval
of revisions. However, Illinois Section
2.11 requires decisions on applications
within designated times and Illinois
defines "application" so as to include
permit revision applications. Therefore,
the Illinois provision is consistent with
SMCRA.

15.8 30 CFR 731.14(g)(1) (Permit
Process Review)-Volume 2, Tab A, I, I.
The regulatory authority is responsible"
for providing special information to the
applicant; e.g., fish, wildlife, lands
unsuitable, hydrology, geology,

- climatological. However, the method by
which this information would be
dispensed has not been explained in
sufficient detail to enable the Secretary
to find the State's provisions on this
point to be adequate. -

15.9 30 CFR 731.14(g)(10) (Consulting
with State and FederalAgencieson '
Historic, Cultural and Archaeological
Procedure)-Volume 2, Tab I and Volume
10, Tab L.

The submitted material is not. -
adequate because:,

'A. All consultation is indirect and
initiated by agencies without program
responsibility rather than directly by the
regulatory authority.

B. It states that there are "continuing
dialogue[s]" between the Illinois
Departments of Conservation and
Transportation on the one hand and the
Fish and Wildlife Service and Corps of

Engineers on the other. This does not
constitute a sufficient description of
systems for consulting on particular
decisions that affect the interests of the
Fish and Wildlife Serviceand Corps of
Engineers.

Finding 16
The Secretary finds that Illinois does

not have the full authority under current
Illinois laws and regulations pertaining
to coal exploration and surface coal
mining and reclamation operations, and
the provisions in the Illinois program
submission do not provide for the
regulation of coal exploration consistent
with 30 CFR Parts 776,and 815. This
finding is made under 30 CFR
732.15(b)(3) and is based upon the lack
of promulgated regulations.
Finding 17

The Secretary finds that Illinois does
not have the full authority under current
Illinois laws and regulations pertaining
to coal exploration and surface coal
mining and reclamation operations, and
that the Illinois program submission
does not include the necessary
provisions to require that persons
extracting coal incidental to government
financed construction maintain
information on site consistent with 30
CFR 707. This finding is made under 30
CFR 732.15(b)(4) and is based on the
lack of promulgated regulations.

Finding 18
The Secretary finds that Illinois lacks

the full authority under State laws and
regulations and provisions in the State
program to enter, inspect and monitor
all coal exploration and surface coal
mining and reclamation operations on
non-Indian and non-Federal land within
the State consistent with the
requirements of Section 517 of SMCRA
and Subchap'ter L of 30 CFR Chapter VII.
This finding is made under 30 CFR
732.15(b)(5) and is based on the lack of
promulgated regulations and the
findings listed below.

/18.1 Sectio 517(a) and (b)(3)-Section
8.01 and 8.02 The Illinois statute
substitutes "may enter" for "shall have
a right of entry" found in SMCRA. Based
and conditioned-upon the Illinois
Attorney General's assurance (Volume
7, page 16) that this substitution has no
legal significance because the Illinois
language gives Illinois the legal
authority to enter in that "may" is not
used permissively, the Illinois language
is consistent with SMCRA.

18.2 Section 517(d)-Section 3.21 The
Illinois statute uses the term "surface
mining and reclamation operation" in
the requirement that signs be posted.
This term is undefined in the Illinois

statute, although the term "mining and
reclamation operations" is defined in
the Illinois statute (Section 1.03(a)),
Based on the Secretary's Interpretation
that "surface mining and reclamation
operation" is covered by the definition
of "mining and reclamation operations,"
this provision is consistent with
SMCRA.

18.3 30 CFR 731.14(g)(4)-Volumo 2,
Tab D Illinois Section 8.01(b) requires
that inspections "shall occur without
prior notice." However, the narrative
states that inspections "may" occur
without prior notice. This inconsistency
should be resolved, in favor of the
statutory language, before the Secretary
can unconditionally approve the
program.

18.4 30 CFR 731.14(g)(4)-Volume 2,
Tab G The program submittal is
inconsistent with SMCRA because in
the injunctive relief portion, the State
asserts, perhaps inadvertently, that
OSM, rather than Illinois, may institute
civil action for refusal to allow an
inspection of monitoring equipment.
Illinois, not OSM, must be prepared to
take such actions.

18.5 30 CFR 731.14(g)(4)-Volume 2,
Tab D The summary information ,
furnished by activity, reference, and
requirement is not sufficient to enable
the Secretary fully to evaluate the
program's inspection provisions. It does
not adequately discuss: .

(1) A means to receive and process
written and oral reports of possible
violations or of imminent danger
violations;

(2) A specification of how citizens will
be informed of their right to accompany
inspectors;

(3) The means for receipt and
processing of written reports of an
alleged failure to make adequate,
complete, or periodic inspections;

(4) A menas to conduct a review of
the inspector's decision not to inspect or
not to take an enforcement action with
respect to a violation alleged by a
citizen;

(5) A means to give the public
advance notice of formal and Informal
hearings concerning enforcement
actions and penalties.

18.6 30 CFR 731.14(g)(4)-Volume 2,
Tab D The Illinois submittal is
inconsistent with the Federal rules
because inspectors do not have the
independent authority to take
enforcement action immediately upon
the detection of a violation, as required
by 30 CFR Part 840. Illinois appears to
provide for enforcement after filing of an
inspection report with a permit
coordinator, which is inconsistent with
the Federal rule.
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Finding 19

The Secretary finds that Illinois does
not have full authority under current
Illinois laws and regulations pertaining
to coal exploration and surface coal
mining and reclamation operations, and
that the Illinois program submission
does not include the provisions
necessary to implement, administer and
enforce a system of performance bonds
and liability insurance or other
equivalent guarantees, consistent with
the requirements of Subchapter I of 30
CFR Chapter VII. This finding is made
pursuant to 30 CFR 732.15(b)(6) and is
based on the lack of promulgated
regulations and the findings listed
below.

Portions of the following Federal
bonding regulations were proposed for
amendment on January 24,1980 (45 FR
6028-6042): 30 CFR 800.5, 800.11(b)(1),
800.13, Part 801, 805.13, 805.14, 806.11,
806.12, 806.13, 806.14, 806.17, 807.12,
808.11, 808.12, and 808.13(a). Final
Federal regulations on the above
referenced bonding sections were
published on August 6,1980 (45 FR
52306-52324). Because of the public
comment received by the Secretary
during the promulgation process, many
changes were made to the proposed
rules.

The Secretary is taking the position
that a state program's bonding
provisions may be approved if they are
consistent with either the Federal rules
as they existed when the Illinois
program was submitted on March 3,
1980, or the rules as amended August 6,
1980. Therefore, if the promulgated
regulations included in the Illinois
resubmission contain bonding
provisions that are consistent with
either the Federal rules as promulgated
on March 13, 1979, or with the August 6,
1980, amendments, its bonding
regulations may be approved. At the
time of the final Secretarial decision on
the Illinois program, the State will be
advised of any further changes that may
be required and will be allowed
sufficignt time to accomplish the
changes.

19.1 No corresponding Federal
provision--Section &07(a) Illinois
Section 6.07(a) requires that, prior to
institution of bond forfeiture
proceedings by the Illinois Attorney
General, the operator shall have the
right to a hearing on the violation upon
which the forfeiture would be based.
The Secretary finds that the Illinois
provision provides for the regulation of
mining operations for which no
provision is contained in SMCRA and
that, pursuant to SMCRA Section 505(b),
it is consistent with SMCRA.

19.2 Section 5o--Section 6.07dl
Section 509 of SMCRA requires that
performance bonds be "conditional
upon faithful performance of all the
requirements of this Act and the
permit." Section 701(17) defines "permit
area" to include that area of land"covered by the operator's bond as
required by Section 509 of this Act." The
Secretary has determined that the
regulatory authority may forfeit any or
all bonds deposited for an entire permit
area regardless of the area in which the
violation occurred. (30 CFR 808.12(c)).
Therefore, Illinois section 6.07(d), by
limiting the amount of the bond to be
forfeited to "the amount of the bond or
deposit for the area in which the
violation occurred," is inconsistent with
Federal requirements.

19.3 Section 519(c)(2)-Secion
6.08(d)(2) The Federal provision requires
that, prior to bond release, soil
productivity for prime farmland be
determined to be equivalent to that of
simialr non-mined prime farmland
through reference to the soil survey
contained in the permit application
pursuant to SMCRA Section 507(b)(16).
The Illinois provision omits the required
reference to the soil survey, and is
inconsistent with SMCRA unless it is
interpreted by regulation or otherwise to
require reference to a soil survey
contained in the permit application.

19.4 30 CFR 731.14(g)(3)- Volume 2
Tab C. The Illinois program element
concerning bonding does not contain
sufficient information to enable the
Secretary to fully evaluate Illinois
bonding provisions. It would be
improved by submittal of material such
as (1) a description of when and how
actions against sureties will be taken;
(2) a system providing for adequate
bond at all times; (3) a system providing
for bonds to be updated to cover
changes as mining progresses; (4) a
system assuring that the latest field
conditions are reflected through bond
adjustment in coordination with the
inspection force; (5) a system allowing
for forfeiture of a bond (6) a description
of the factors that will be considered in
the establishment of a bond and/or
release of all or a portion of the bond.

Finding 20

The Secretary finds that Illinois lacks
the full authority or provisions to
provide for civil and criminal sanctions
for violations of the State law,
regulations, and conditions of permits
and exploration approvals, including
civil and criminal penalties, in
accordance with Section 518 of SMCRA
and 30 CFR 845. This finding is made
under 30 CFR 732.15(b)(7) and is based

on the lack of promulgated regulations
and the findings listed below.

20.1 Section 518(a)-Section 6.04fa)
The Illinois statute adds the language
"for the purpose of aiding in the
administration of this Act." The Illinois
Attorney General (Volume 7, page 17)
indicates that Illinois Supreme Court
decisions require that all penalties be
imposed for this purpose to be valid,
This provision is not on its face less
stringent than SMCRA Section 518, but
the Secretary must have before him the
State's regulations or a narrative
description dealing with its intended
application before he can find the
provision, as implemented, will be
consistent with.SMCRA.

20.2 Section 518b)-Section 8.04(b).
The Illinois statute omits the
requirement that a penalty be assessed
without a hearing "[w]here the person
charged with such a violation fails to
avail himself of the opportunity for a
public hearing" as is required by
SMCRA. Consequently, it is not clear
what circumstances other than the
waiver could lead to the assessment of a
penalty without a hearing. The Illinois
Attorney General (Volume 7, page 17)
concludes in his opinion that the
provision of an opportunity for a hearing
implies that the only time that a hearing
would not be held is when the required
opportunity is not seized by the
operator. Based on this assurance, the
Secretary finds the Illinois provision to
be acceptable.

20.3 Section 518(d)-Section 8.04(d).
The Illinois statute provides for
collection of a civil penalty, but does not
specify, as does SMCRA, who has the
authority to institute such actions or in
which court the action will be brought.
The Illinois Attorney General (Volume 7,
page 17) states that the Illinois
Constitution and Illinois case law make
it clear that such actions are initiated in
the Circuit Court and are brought by the
Attorney General. Based upon this
assurance, the Illinois provision is
acceptable.

20.4 Section 518(e)-Section 8.04[e).
The Illinois statute is on its face
consistent with SMCRAo but is rendered
inconsistent because of its reference to
Illinois Section 8.06. Section 8.06 is the
Illinois equivalent of SMCRA Section
521, but is inconsistent with SMCRA
because it does not contain all the
requirements of SMCRA Section 521.
(see Findings 21.1-21.5).

20.5 30 CFR 731.14(g(7)-otume 2,
Tab G. The Illinois submittal indicates
that no assessment is made in those
instances in which a violation is
corrected within a specified abatement
period. This is inconsistent with the
penalty criteria established in SMCRA
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Section 518(a), because it does not
require that each violation be assessed
solely upon the established abatement
factors.

20.6 30 CFR 731.14(g)()-Voiume 2,
Tab G. The Illinois submittal indicates
that either a penalty or a cessation order'
would be issued if the operator fails to
abate a violation, whereas SMCRA
Section 521(a)(3) and 518(h) require that
a cessation order be issued where the
operator fails to abate and that a
penalty be assessed for each cessation
order. The Illinois submittal is
inconsistent with SMCRA.

20.7 30 CFR 731.14(g) (7)-Volume 2,
Tab G. There is an apparent
inconsistency in that the Illinois
narrative indicates that thd Operator
may submit information within fifteen-
days, whereas the flow chart in Tab E
shows twenty days and proposed
Illinois rule 1845.17(a) identifies 20 days.

20.8 30 CF? 731.14(g)(7)-Volume 2,
Tab G. The Illinois submittal allows a
penalty to be calculated on such-criteria
as thd daily cost of abatement and the
cost of mitigating any environmental
damage, whereas SMCRA Section 518(a)
clearly establishes the factors whichthe
amount of the panelty is to reflect. -
Under the Illinois plan these required
factors would be considered by the .
regulatory authority only as options and
then only as adjustments of a penalty
rather than an establishing the penalty
itself. This is inconsistent with SMCRA.

20.9 30 CFR 731.14g)(7)-Volume 2,
Tab G. The Illinois submittal contains
insufficient information by which to
deteimine whether the Illinois proposal
meets the time periods required by
SMCRA (Section 521(a), 30 CFR Part
845) in the payment of penalties and
thus is inadequate. The submittal
implies that at some point the proposed
assessment will be reassessed but is
insufficient in that it does not explain by
whom and wider what circumstances a
proposed assessment would be
reassessed prior to being sent to the
operator. I 1

.20.10 30 CFR 731.14(g)(7)-Volume 2,
Tab G. The Illinois submittal suggests
that: (1) judiciql review is available to
contest the amount of the penalty
instead of the administrative review
provided by SMCRA; and (2) that any
judicial review of a penalty is a de nova
review. This is inconsistent with
SMCRA Section 518(b).

20.11 30 CFR 731.14(g)[7)-Volume 2,
Tab G. The Illinois submittal does not
provide information concerning how the
Illinois EPA and other agencies that
appear to have some inspection
responsibilities will schedule and
perform inspections in a manner
consistent with SMCRA. Further, they

do not appear to have enforcement
powers along with inspection powers,
which is required by SMCRA.

20.12 30 CFR 731.14g)(5)-Volume 2,
Tab E. The flow chart in the Illinois
submittal does not make it clear that the'
inspector is the person responsible for
issuing notices of violation and
cessation orders while in the field as
required by 30 CFR Part 840.

20.13 30 CFR 731.14g)(7)-Voiume' 2
Tab G. The Illinois submittal suggests an
impermissible.standard to determine
when a notice of violation may be
issued. As specified in 30 CFR Part 843,
a notice of.violation must be issued in
each instance in which a violation has
occurred without regard to whether or
not corrective action can be taken
within an abatement period and without
regard'to whether or not irreversible
environmental damage has occurred.

20.14 30 CFR 731.14(g)(7)-Volume 2,
Tab G. The Illinois submission suggests
an impermissible standard for penalty
determinations. It is not.permissible to
have a penalty determined basedupon
the submission of the case to the
Attorney General's Office for litigation.
SMCRA Section 518 and Illinois Section
8.04 require that each enforcement
action be subject to an assessment
process, which is contradicted in this
part of the submission.

20.15 30 CFR 731.14(g)(7)-Volume 1,
Tab F; Volume 2, Tab G. The Illinois
submission appears to exclude
violations of water and air pollution
from assessment and collection under
the Illinois surface mining statute which
is inconsistent with SMCRA. If the
Illinois EPA is to have sole -
responsibility for air and water, as
Implied, Illinois must submit processes
and procedures which show that the

,IEPA will inspect, enforce, assess and
collect civil penalties in a manner that is
consislent with SMCRA. -

20.16 30 CFR 731.14(g)(7)-Volume 2,.,
Tab G. There is no indication as to what
process will be used to include the
required assessment factors for each
violation. The submittal indicates that
fines would be based on factors not
allowed to be considered under SMCRA
(Section 518). It appears that the only
guideline for assessment is the
maximum of $5,000 per day. The
assessor appears to have the authority
to determine whether there is to be an
assessment, although no guidelines for
,these decisions are indicated. Adequate
procedures must be identified for
determining whether a fine is to be
assessed and how the amount of the
assessment will be established.
1 20.17 30 CFR 731.14(g)(z7-Volume 2;
Tab G. The Illinois submittal indicates
that a proposed assessment will be

given to the operator as a result of the
hearing process before the Illinois
Pollution Control Board. The submittal
indicates that the Board may determine
assessments based on the cost of "
abatement and the ability to pay,
standards which are inconsistent with
SMCRA Section 518(a). Generally, this
portion of the narrative fails to describe
how the new Illinois Pollution Control
Board will inspect, enforce, assess and
collect penalties consistent with
SMCRA.

Finding 21
The Secretary finds that Illinois does

not have the full authority under State
laws or regulations or provisions to
provide for the Issuance, modification,
termination, and enforcement of notices
of violation, cessation orders, and show
cause orders in accordance with Section
521 of SMCRA and 30 CFR Parts 840-
845. This finding is made under 30 CFR
732.15(b)(8) and is based on the lack of
promulgated regulations and the
findings listed below.

21.1 Section 521--Section 8.08, The
Illinois statute omits references to the
"authorized representative," which is
inconsistent with SMCRA. The Illinois
Attorney General (Volume 7, page 19)
states that the term "Department"
necessarily includes anyone authorized
by the Department. The use of .
"authorized representative" in SMCRA
Section 521 emphasizes the independent
authority that must be placed In
enf6rcement personnel, The Illinois
statute does not clearly give
independent authority to enforcement
personnel. The Illinois program must
provide that field inspectors have the
authority to take all enforcement
actions.

21.2 Section 521(a)(2)-Section
8.06(b). The Illinois stfitute. provides that
an operator may seek immediate
injunctive relief from an issued order
without exhausting administrative
remedies and therefore is inconsistent
with SMCRA.

21.3 Section 521(a)(2)---Section
8.06(b). The Illinois statute does not limit
judicial review to that review provialed
by SMCRA (See Finding 28.1), and thus
is inconsistent with SMCRA, because
Illinois courts would be authorized to
second-guess enforcement decisions,
including notices and orders issued by
the regulatory authority to protect the
environment and public health and
safety, in circumstances not authorized
by SMCRA.

21.4 Section 521(a)(3)--Section
8.06(c). The Illinois statute provides that
an operator may sebk immediate
injunctive relief from any order Issued
under the section without exhausting

I I
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administrative remedies as required by
SMCRA, and thus is inconsistent with
SMCRA.

21.5 Section 521(a)(3)-Section
8.06(c). The Illinois statute allows for an
extension of the time to abate beyond 90
days (see Attorney General's opinion,
(Volume 7, page 19), which is less
stringent than SMCRA, which
absolutely prohibits such an extension.

Finding 22
The Secretary finds that Illinois lacks

the full authority under State laws and
regulations or State program provisions
to designate areas as unsuitable for
surface coal mining consistent with
SMCRA Section 522 and 30 CFR Parts
760-769. This finding is made under 30
CFR 732.15(b)(9) and is based on the
lack of promulgated regulations and the
findings listed below.

22.1 Section 522-Section 3.16(b).
llifnois adds language that allows, under
certain circumstances, mining
excavations that remove and do not
replace lateral support to be within 10
feet plus one and one-half times the
depth of the excavation of established
right-of-way lines of any public roads,
streets or highways. This provision
could conflict with the general
prohibition of mining within 100 feet of
the outside right-of-way line of any
public road found in Section 522(e) (4)
and (5) of SMCRA. However, Illinois, in
its July 30, 1980, submission, states that
this provision does not supersede the
provisions of Section 522. Based upon
this assurance, the Secretary finds
Section 3.16(b) to be consistent with
SMCRA.

22.2 Section 522(a)(3)(A)-Section
7.02(b)(1). SMCRA Section 522(a)(3)(A)
provides that surface areas may be
designated unsuitable for mining if
mining would be incompatible with
existing State or local land use plans or
programs while the illinois provisions
refers only to plans. However, Illinois, in
its July 30, 1980, submission, states that
its promulgated regulations will refer to
both plans and programs. If so, the
Secretary will be able to approve
Section 702(b)(1) on resubmission.

22.3 Section 522(e) (1) and (2)-No
coriesponding Illinois section. The
illinois statute fails to address surface
coal mining activities on lands that are
protected against mining by SMCRA
Section 522(e) (1) and (2). Since some of
these areas could contain non-Federal
land underlain by coal, this omission
could be inconsistent with SMCRA.
Illinois, in its July 30,1980, submission,
indicates its intent to promulgate
regulations consistent with Sections
522(e) (1) and (2). This would be
acceptable, if the Attorney General's

opinion indicates that such rules would
be authorized.

22.4 Section 522(e)--Section 7.01(e).
The Illinois provision excepts from its
prohibitions operations that existed on
August 3, 1977, whereas SMCRA Section
522(e) excepts operations with "valid
existing rights." The Illinois provision is
acceptable because operations with"valid existing rights" include all
operations in existence on August 3,
1977, as well as other operations that
did not exist as of that date.

22.5 30 CFR 731.14(g)(11)-Volume 2,
Tab KY The Illinois submission
discussion of staffing requirements and
methodology contains insufficient
information to enable the Secretary to,
find there will be adequate staffing to
implement this system.

Finding 23
The Secretary finds that Illinois has in

part the full authority over State laws or
regulations or the provisions in the state
program for public participation in the
revision and enforcement of State
regulations and the State program,
consistent with the public participation
requirements of the Act and the
regulations. This finding is made under
30 CFR 732.15(b)(10) and is based on the
lack of promulgated rgulations and on
the findings listed below.

23.1 Section 513(a)-Section 204().
Section 513(a) requires an applicant to
advertise in local newspapers the
ownership, location and boundaries to
be affected by the proposed operation
and to submit a copy of the
advertisement along with the permit
application. Illinois Section 204(a) does
not specify the contents of such
advertisements nor does it require
submittal of a copy of the advertisement
along with the permit application. The
Federal requirement ensures public
notice of a proposed operation. While
this deficiency might be remedied by
regulation, the Secretary is unable at
this time to find that the Illinois program
will specify the contents of such
advertisements and require submittal of
a copy along with the permit
application.

23.2 Section 513b--Section 2.04(d).
Section 513(b) provides that, among
others, the heads or officers of local
governmental agencies shall have the
right to file written objections to a
permit application and request an
informal conference, Illinois Section
204(d) limits local government
involvement to the county board of
counties to be affected by the proposed
operations. This would limit the right of
city and town governments and local
planning and other agencies to object to
an application, which renders the

Illinois provision inconsistent with
SMCRA.

23.3 Section 513b)-Se ction 2.04(d).
The Illinois statute does not provide that
objections to applications shall be
immediately transmitted to the applicant
and made available to the public as is
required by SMCRA Section 513(b). This
makes the Illinois provision inconsistent
with SMCRA, since it reduces public
access to information that would assist
public participation in permit decisions.

23.4 Section 513b)-Secion 2.04(d).
SMCRA Section 513(b) requires that
informal conferences on permit
applications be advertised in a
newspaper at least two weeks prior to
the conference date. The illinois .
provision contains no such requirement
and Is, therefore, inconsistent with
SMCRA.

23.5 Section 513[b)--Section 2.04(d).
The Illinois statute does not require that
informal conferences be held in the
locality of the proposed mining, as is
required by SMCRA Section 513(b), and
thus is inconsistent with SMCRA.

23.6 Section 513b)--Section 204(d).
The Illinois statute does not provide that
a party to the informal conference on a
permit applicatin may have access to
the proposed mining area for the
purpose of gathering information
relevant to the proceeding, as is required
by SMCRA. Thus, the Illinois provision
is inconsistent with SMCRA.

23.7 Section 514(e)LSection 2.11(g).
SMCRA Section 514(e) requires that a
verbatim record of each public hearing
required by the Act be prepared and
made available. Illinois Section 211(g)
appears to limit this requirement to
hearings on permit approvals or
disapprovals. However, Illinois Section
8.09 requires transcripts to be made
available for other hearings and Illinois,
in its July 30,1980, submission, states
that its promulgated regulations will
require recording of all hearings. The
Secretary finds that this would satisfy
minimum Federal requirements for
verbatim records.

23.8 Section 515(b)(15)(A--Section
3.13(a)(1). The Illinois provision requires
that daily notice of blasting be given
residents living within one-half mile of
blasting sites whereas SNMCRA Section
515(b)(15) requires such notice to be
given to all "resident/occupiers" The
Illinois provision is consistent with
SMCRA if it is interpreted to mean that
daily notice shall be provided all
resident/occupiers within one-half mile
of proposed blasting sites.

23.9 Section 517(f--Section 8.01(c).
Illinois Section 8.01(c) requires public
availability of information obtained by
the regulatory authority under this
"Section," while the Federal provision
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would require availability of
information obtained under "this title,"
referring to the Illinois counterparts to
SMCRA Sections t01-529. The Illinois
Attorney General,(Volume 7, page 10)
notes that Illinois is authorized to popy
any records under the Illinois statute or
permits. This, however, ,does not ensure
public availability of the information as
required by SMCRA Section 517(f). The
Illinois July 30, 1980, submission, states
that thepromulgated Illinois regulations
will require public availability of all
records, reports, inspection materials or
information obtained by the regulatory
authority under the Illinois counterparts
to SMCRA Sections 501-529. The
Secretary would be able to approve
Section 8.01(c) -upon submission ofsuch
promulgated regulations, butmay not do
so at this time.

23.10 Section 517(f)-Section 8.01(c).
The Illinois statute omits the
requirement that records and other
information be available to the public at
locations in the "'county, multicounty,
and State" area as required by SMCRA.
The Illinois Attorney Genbral (Volume 7,
page i7) asserts -that such availability at
"central and sufficient locations," as
iequired by Illinois Section 8.01(c),
complies with SMCRASection 517(f).
The Illinois provision requires that
chosen locations be convement, central
and stfficient.This is consistent with
the intent of SMCRA.

23.11 Section 517(h)-Section
8.d(a). There appear to be no llinois-
provisions comparable to SMCRA
Section 517(h), which provides for -

informal review of state inspection and
enforcement decisions. Section 8.06(a),
listed in the Illinois side-by-side (Vol. 4,
p. 61) as comparable to SMCRA Section
517(h), does not provide for review of
the refusal of the authorized
representative to issue a citation, nor
does it require the regulatory autority to
give written reasons for the final
disposition of the case. Further, the
section fails to re'quire the regulatory
authority to determine whether or not
adequate and complete inspections have
been made and furnish a written
statement of the reasons for its
determination that adequate and-
complete inspections have or have not
been conducted as is required by
SMCRA Section 517(h). Hqwever,
Illinois, in its July 30, 1980, submission,
indicates thatits promulgated
regulations will cover all these points
conisistently with SMCRA. This would
cover the deficiency.
, 23.12 Section.519[h)-Section 6.08(c)
and 8.09. Section 519(h) of SMCRA
empowers the regulatory authoritylto
administer oaths, subpoena'witnesses,

or.wKitten or printed materials, among
other things, for the purpose of a hearing

-on an. appeal of the xegulatory
authority's decision for bond release. As
Illinois notes in its side-by-side
comparison (Vol. 4, p. 68), that Illinois

'Section 6.08(c) "does notgive the
regulatory authority the powers granted
in Subsection 519(h) of the Federal Act."
Illinois Section 2.09, which requires
adjudicatory hearing procedures, does
not apply to Section 2.08. Accordingly,
the Illinois statute is inconsistent with
SMCRA unless Illinois, by regulation or
.therwise, provides the regulatory
authority with the powers specified in
Section 519(h) of SMCRA for the
purposeof a hearing onbondxelease.
'23.13 Section 520(c)(2)-Section .. 05.

illinois Section 8.05 does not contain a
provision that would allow the
Secretary to intervene in a citizen's suit
tb compel.compliance with the illinois
statute. Thus, the Illinois provision is
inconsistent with SMCRA Section
520(c)(2).-

23.14 Section 520(d) and 525(e)-
Section 8.05(c) and 807(f). The Illinois
statute allows the awarding of litigation
costs to any party:

* * * on the b-aqis of-the imortance of the
proceeding and the participation of the
parties to the efficient and.effective
enforcement of the Act.

SMCRA Section 520(d) allows such
awards where deemed appropriate'by
the court and Section 525(e) allows
awards of reasonable.litigation costs in
'administrative proceedings. Regulations
promulgated under Section 525(e)
provide that a person may receive an
award If "the person made a substantiql
contribution to a full and fair
determination of the issues." 43 CFR
4.1294. The Attorney General of Illinois
(Volume 7, page 19) states that there is
no legally significant difference between
SMCRA and the'Illinois statute on this
issue, while the Illinois July 30, 1980,
submission, states that the Illinois
provision would not "necessarily" limit
judicial discretion in awarding litigatibn
costs.

H wever, the intent of Section 520(d)
is to allow judicial discretion in
determining whether to award litigation
costs. The Illinois .provision clearly
would interfere with this discretion by
limiting the factors a court could
consider in its determination. With
respect to administrative proceedings,
SMCRA intends, as eipressed at 43 CF
4.1294, that awards will be based on the
effectiveness of a party's contributionto
a resolution of the issues involved, not
on the "importance-of the proceeding"
or other such factors. -

Since the Illinois standard would lead
to denials of awards in situations in
which Congress intended they would be
awarded, the Illinois provision is
inconsistent with SMCRA.

23.15 SMCRA Section 520ff)-
Section 8.05(d). The Illinois statute
(SCMCRA Section 8.05(d)) does not
specify the venue of suits brought under
its provisions. The Secretary finds,
pursuant to the assurance of the Illinois
Attorney General (Volume 7, page 19)
that the omission has the legal effect of
giving the injured person a choice of
venue, that the provision would allow
suits in the judicial district where the
affected mining operation is located.
This is consistent with SMCRA Section
520[f).

23.16 No Corresponding SMCRA
Section-Section 7.03(f). The Illinois
provision requires the Illinois
Department of Mines and Minerals to
adopt rules to prevent the filing of
repetitive or frivolous "unsuitability"
petitions. Section 7.03(f) cannot be
approved as consistent with SMCRA
until the Secretary has reviewed the
rules to determine that Illinois interprets
Section 703(f) as not allowing rules that
inhibit the ight of a person "having an
interest which is, or may be adversely
affected" to file an unsuitability petition.

23.17 Section 525(a)(1)-- ection
8.07(a). The illinois provision allows
only the person who requests review of
-an enf'orcement order or notice may
request a hearing on the enforcement
action. SMCRA extends this right also to

."any person having an interest which Is
or may be adversely affected" by the
enforcement action. The Illinois
statutory side-by-side (Volume 4, page
82) states that exclusion of the latter
category of persons is intentional. The
Illinois provision is inconsistent with
SMCRA, because it narrows the class of
persons who may request a hearing.

23.18 No corresponding Federal
provision-Section 8.09. Section 8.09
requires that hearings held under certain
sections of the Illinois statute shall have
the characteristics of formal,
adjudicatory hearings. The reference to
Section 7.03(c) is inconsistent with
SMCRA since that section refers to
hearings on petitions to designate lands
unsuitable for surface coal mining,
which SMCRA requires to be less formal
legislative hearings. In Re: Permanent,
Surface Mining Regulation Litigation,
No. 79-1144, slip up at 24-25 (D,D.C. Feb.
26,1980.) Also inconsistent with SMCRA
is the reference to Section 8.06, since
hearings under SMCRA Section
521(a)(5), the counterpart to Illinois
Section 8.06(e), are to be informal, See
also 30 CFR 843.15.

i
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23.19 30 CFR 731.14(g)(8)-Volume 2
Tab H. The Illinois submission does not
provide a sufficient basis for the
Secretary to find that the Illinois
program adequately describes: (1) where
the public can inspect records; and (2)
the identification of agency records that
will be needed to document public
notice.

23.20 30 CFR 731.14(gJ(8)-Volume 2,
Tab H. The Illinois submission does not
provide a sufficient basis for the
Secretary to find that the Illinois
program adequately describes: (1) the
provisions that have been made to
accomodate all those who wish to be
heard, (2) the procedures for assuring
that comments will be considered by
decisionmakers, and (3) the persons or
entities responsible for notifying the
public.

23.21 30 CFR 731.14(g)(14)-Volumne
Z Tab H. The Illinois submission does
not provided a sufficient basis for the
Secretary to find that the Illinois
program adequately describes: (1) a
standard mechanism for consideration
of public views soas to affect
decisionmaking, and (2) a means of
documenting the listed views, how they
were reviewed, and the reasons for the
disposition of comments.

23.22 30 CFR 731.14(g)[14)-Volume
2, Tab H. The Illinois submission does
not provide a sufficient basis for the
Secretary to find that the Illinois
program adequately describes public
inspection of records, informal
conferences, the manner in which
publication for public notice is assured,
and public hearings requirements.

23.23 30 CFR 732.15(b)(10)-Volume
1, Tab A and D, and Volume 2, Tab N.
The Surface Mining Advisory Council,
consisting of 10 members representing
conservation, agriculture, surface coal
mining industry, local government,
enviromental protection, the colleges
and universities, underground coal
mining industry, labor, and the general
public, and who were appointed by the
Governor for a term of three years,
developed draft legislation. The Illinois
General Assembly passed HB 2548 and
it was signed into law on September 22.
1979. The Advisory Council held
numerous meetings that were open to
the public. To aid in drafting the Illinois
rules, the Illinois Department of Mines
and Minerals held public meetings
(workshop sessions) on September 21,
November 11, 13, 21 and December 3, 5,
6, 12 13, 14, 19 and 23,1979. All
comments received were presented to
the Surface Mining Advisory Council,
which met on January 10, 11,17 and 18,
1980, to review the regulations and all
comments thereto. In addition, public
hearings were held on July 14,1980, at

Carbondale, Illinois, and on July 15, 1980
at Springfield. Illinois, to review the
Illinois state program. The State
program (Volume 9) includes revised
draft regulations that were published in
the Illinois Register on June 13,1980, and
thus were in the official rulemaking
process. A public comment period
followed the public hearings to allow
interested persons to review the
program and/or comment, The Illinois
rules are in the promulgation process.
This meets the requirements for public
participation in development of state
programs under SMCRA and the Federal
rules.

Finding 24

The Secretary finds that Illinois does
not have the full authority under State
laws or regulations or provisions in the
State program to monitor, review and
enforce the prohibition against Indirect
or direct financial interests In coal
mining operations of the State by
employees of the State consistent with
30 CFR Part 705. This finding is made
under 30 CFR 73215(b)(11) and is based
on the lack of promulgated regulations
and on the finding listed below.

24.1 Section 517(g)-Section 9.06. The
Illinois statute limits the financial
interest requirements to persons
employed by the Department of Mines
and Minerals. While the linois
Attorney General (Volume 7, page 17)
states that the financial interest
requirements apply to employees of the
State regulatory authority, the Illinois
program clearly indicates that
employees of State agencies other than
the Department will have functions or
duties in the implementation of the
Illinois program. Since these employees
are not dearly considered to be
employees of the state regulatory
authority for conflict of interest
purposes, as required by SMCRA,
Illinois Section 906 is inconsistent with
SMCRA.

Finding 25

The Secretary finds that Illinois has
authority under State laws to require
training, examination, and certification
of persons engaged in or responsible for
blasting and the use of explosives in
accordance with Section 719 of SMCRA.
This finding is made-under 30 CFR
732.15(b)(12). Because the Secretary has
no final regulations for this matter,
Illinois is not required to enact
regulations on this subject until six
months after the Secretary issues his
final regulations for training,
examination, and certification of
persons engaged in or responsible for
blasting and the use of explosives.

Finding 26

The Secretaxy finds that Illinois does
not have the full authority under current
Illinois laws and regulations pertaining
to coal exploration and surface coal
minin8 and reclamation operations and
that the State program submission does
rot Include the necessary provisions to
provide for small operator assistance
consistent with 30 CFR 795. This finding
is made under 30 CFR 732.15[13) and
is based on the lack of promulgated
regulations and on the findings listed
below.

26.1 Section 507(c)-2.02b). SMCRA
requires the regulatory authority to
assume the cost of determining the
probable hydrologic consequences of an
operator's mining operations if the
annual production will not ewaceed
100,000 tons. The Illinois provision
instead applies to the annual production
of a single operation. Since an operator
may have more than one operation, the
Illinois provision would require the
regulatory authority to assume the costs
of more determinations than would the
SMCRA provision. While the Illinois
provision is consistent with SMCRA,
Federal administration and enforcement
and small operator assistance program
(SOAP) grants may not be used to cover
costs that result from the more liberal
Illinois provision. Small operator's
assistance will only be provided in
accordance with Section 507(c) of
SMCRA.

26.2 30 CFR 731.14(g](16)-Volume 2,
Tab P. The State submittal is inadequate
to enable the Secretary to find that
Illinois' SOAP will be consistent with
the Federal requirements, because it
provides no information regarding the
procedure for determining the eligibility
of small operators for assistance, the
procedure for qualifying laboratories
according to work to be done, and the
number of contracts expected to be let.
Further, the submittal indicates that the
regulatory authority has an agreement
with Southern Illinois University (SIU)
but does not provide a copy of that
agreement. Also, the State provides no
description of operator eligibility and
laboratory qualifications. Further, no
information Is provided on the process
to assure small operator assistance
program quality control and laboratory
quality assurance.

Finding 27

The Secretary flids that Illinois does
not have the full authority under State
laws and regulations to provide for the
protection of State employees in
accordance with the protection afforded
Federal employees under Section 704 of
SMCRA. This finding is made under 30
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CFR,732.15(b)(14) and is based on the
lack of promulgated regulations and the
finding listea below.

27.1 Section 704-No corresponding
Illinois provision. The Illinois statute
has no counterpart to SMCRA Section
704, which provides for criminal
sanctions against persons who resist,
prevent, impede or interfere with
persons performing duties under the Act.
This is less stringent than SMCRA.-

Finding 28
•The Secretary finds that IlHinois does

not have the full authority under State
laws or regulations or program
provisions to provide for administrative
and judicial review of State program
actions, in accordance with Sections 525
and 526 of SMCRA and Subchapter L of'
30 CFR Chapter VII. This finding is
made under 30 CFR 732.15(b)(15) and is
based on the lack of promulgated
regulations and on the findings listed
below.

28.1 Section 526-Section 8.1a The
Illinois statute does not expressly limit
the granting of temporary relief in
review proceedings according to.those
standards set forth in Section 526(c) of.
SMCRA: The Illinois Attorney General's
opinion (Volume 7. page 22) states that
similar standards are found in Illinois
case law. In addition, the Illinois July 30,
1980, submission includes a copy of tEe
Illinois Administrative Review Act,
which does contain appropriate
provisions for temporary relief in review
proceedings that are consistent with
SMCRA. Thus, the Illinois section is
acceptable..

.28.2 Section 526-No corresponding
Illinois provision. The Illinois statute
does not contain the authority, required
by SMCRA 526(e), that actions of the
.regulatory authority pursuant to an
approved State program shall be subject
to judicial review by a court of
competent jurisdiction. However, the
July 30, 1980, submission- include acopy
of the Illinois Administrative Review
Act which contains appropriate judicial
review provisions that are, applicable to
the SMCRA. This Is consistent with
SMCRA,

28.3 30 CFR 731.1469(15) Yolume,2,
Tab 0. The Illinois system is unclear as
to whether a de novo review of
administrative decisions is provided.
This must be clarified and must be in
acc6rd with Section 526 of SMCRA.

28.4 Section 526. The Illinois statute
does not contain-any provisions
comparable to the judicial review
provisions contained in Section 526 fa),
(b) and (d) and therefore does not
appear to -contain the same or similar
procedural requirements of SMCRA."

Finding 29

The Secretary finds that Illinois does
not have the full authority under the,
Illinois law and regulations to cooperate
and coordinate with, and provide
documents and other information to, the
Office of Surface Mining. This finding is
made under 30 CFR 732.15[b)(16). The
Illinois program [Volume 2, Tab I and
Tab J) contains provisions to cooperate
and coordinate with Federal agencies,
but it does hot specifically allow for the
providing of documents and other
information to the Office of Surface
Mining as required under the provisions
of 30 CFR Chapter VII.

Finding "30

The Secretary finds that the Illinois
laws and regulations and the -State
program do contain provisions that
would ihterfere with or preclude
implementation of those in SMCRA and
30 CFR Chapter Vfl. This Finding is
made under 30 CFR 732.15(c) and is
based on the findings listed below and
on Findings 12-29. ~

30.1 30 CFR1 7015-Section
1.03(a)(1). The Illinois definition of
"affected land" does not include water
in whibh surface or undergroundmining
activities occur and does not include
land or water located above
underground mine workings. To this
extent, the Illinois definition is "
inconsistent with the definition-of
"affected area" found in the Federal
rule.

30.2 30 CFR 701.5-Sgction
1.03(a)(18). The Illinois definition of
"permit term" islimited to the period of
permitted mining operations, while the
term of a permit under SMCRA would
include reclamation activities as well.
This is less stringent than SMCRA.

30.3- 30 CFR 701.5-Section
1.03(a)(25). Illinois defines "toxic
conditions" and "toxic materials" as
conditions and materials that will not
support higher forms of plant or animal
life. The Federal phrase "toxicforming
materials" is defined in terms of being
detrimental to biota or uses of water.
The Illinois definition is inconsistent
with the Federal definitionbecause
biota includes are lesser forms of life
than are protected by the Illinois
definition and the Illinois definition
would not necessarily lead to protectibn
of all uses of water.

30.4 Section 701(28)-Section
1.03(a)(24). The definitions of "surface
mining operations" and,"underground
operations" in the Illinois statute do not,
taken together, include the surface
impacts of underground coal mining as
does the definition of "surface coal

mining operations in SMCRA". This Is
inconsistent with SMCRA.

30.5 Section 701(28)-,O3(a) (26), The-
definitibn of "underground mining
operations" in the Illinois Statute does
not include all activities and areas
included in the defifition of "surface
coal mining operations" in SMCRA. The
Illinois definition deletes the activities
of cleaning, concentrating, or other
processing or preparation loading 'of
coal for interstate commrerce at or near
the mine site; deletes areas upon which
such activities occur or where such
activities disturb the natural land
surface; deletes adjacent lands which
are incidental to any such activities; and
fails to include areas such as
impoundments, dams, entryways, refuse
banks, dumps, stockpiles, overburden
piles, culmn banks, tailing, holes or
depressions, and other areas upon
which are sited structures, facilities or
other property on the surface, resulting
from or incident to such activities. This
is less stringent than SMCRA.

30.6 • No corresponding SMCRA
section-Section 3.11(d). The Illinois
provision specifies mininum
performance standards for disposal of
gob hnd slurry. This provision is not
inconsistent with SMCRA, since It
specifically states that it does not
supersedes any other requirements of
the Illinois statute. Thus, all other
performance standards will apply to
disposal of gob and slurry In addition to
those in Section 3.11(d).

30.7 Section 707-No corresponding
Illinois provision. The Illinois statute
contains no counterpart to SMCRA,
Section 707, which is a severability
clause that, if any part of SMCRA is
held invalid, preserves the remainder.
Illinois Section 1.04(f), cited by Illinois
as being the equivalent of Section 707
(Volume 4, page 94), deals only with
revision of the Illinois program when
SMCRA or the Federal regulations are
changed or held iAvalid. However, there
is-no indication in the administrative
record that the lack of a severability
clause in the statute will be Interpreted
as rendering the entire statute invalid
should one part be declared invalid.
Pending clarification of this Issue during
the resubmission period, the Secretary is
unable to determine whether the Illinois
statute is cofisistent with SMCRA In this
regard.

Finding 31
The Secretary finds that, with respect

to staff, fdnding and logisticsi the Illinois
submission does not adequately
demonstrate that the Department ot
Mines and Minerals and other state
agencies having a role in the Illinois
program have sufficient legal, technical
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and administrative personnel and
sufficient funding to implement,
administer and enforce the provisions of
the program. 30 CFR 732.15(b), and other
applicable State and Federal laws. This
finding is made under 30 CFR 732.15(d)
and is based on the findings listed
below.

31.1 30 CFR 731.14(e)-Volume 1,
Tab E. The Illinois program description,
including appropriate charts, of the
existing and proposed structural
organization of the regulatory authority
and other agencies that will have duties
in the state program, including a
description of the coordination system"
among these agencies and the lines of
authority and staffing functions within
each agency arid among agencies, is
unclear in that:

A. Coordination mechanisms to insure
that interagency actions will be
sufficient or timely are not adequately
described. Illinois has not submitted any
flow charts, systems analyses, standard
operating procedures or other
documentation to demonstrate the
capability of the interagency scheme to
function. There is no specification of the
decision authority in event of conflicts
between agencies;

B. Illinois has divided so many of its
functions and powers that it appears
that the Department of Mines and
Minerals cannot conduct full inspections
as required. The inspection powers are
divided among the Departments of
Mines and Minerals, Agriculture, and
Conservation and the Illinois
Environmental Protection Agency
(IEPA). No provision is made for
coordinating the efforts of the three of
more inspectors required to perform a
complete review of all activities at a
mine, and agencies other than the
Department of Mines and Minerals
apparently have insufficient power to
fulfill responsibilities; and

C. No organizational charts have been
submitted that depict the Institute of
Natural Resources or its component
organizations.

31.2 30 CFR 731.14f--Volume 1,
Tab F The Illinois submission of
supporting agreements between
agencies that will have duties under the
state program is unclear in that:

A. No agreement is submitted to
document the working relationship with
the Institute of Natural Resources;

B. The agreement with IEPA does not
provide for turnabout times to ensure
timely processing of permits or specify
the nature of laboratory tests or
specifications to be used for product
reports and reviews.

31.3 30 CFR 731.14(g)(2)- Volume 2,
Tab B. The narrative descriptions, flow
charts and other documents of the

Illinois system for assessing permit fees
appear to be adequate. SMCRA Section
507(a) requires the fee revenues to be
equal to or less than the actual or
anticipated cost of review,
administration and enforcement. The
information provided by Illinois depicts
a system that appears to be feasible. It
should be noted, however, that the
submission states that 20,000 acres are
mined annually and that fees are $125
per hundred acres, which will generate
revenues of $M00.000 annually. This
appears to be a mathematical error
since a fee at that rate for 20,000 acres
would only equal $25,000 per year. This
discrepancy should be clarified.

31.4 30 CFR 731.14(i}-Volume 1.
Tab I, The summary table of the existing
and proposed state program staff,
showing job functions, titles and
required job experience and training is
nsufficient to enable the Secretary to

evaluate the adequacy of staffing in
that:

A. The Illinois submittal indicates that
the majority of land reclamation
specialists will be in Class L The job
descriptions indicate that Class II, but
not Class I. specialists will have
authority to issue notices of violations
and cessation orders to operators
violating the Illinois statute or
regulations. However, the number of
Class II specialists is not adequate to
issue notices and orders;

B. No position, statement of function
or other documentation is provided for
the proposed positions in the Institute of
Natural Resources.

31.5 30 OFR 731.14()-Volume 1,
Tab I. The Illinois program description
of how the staffing proposed will be
adequate to carry out the functions,
including permitting, inspection and
legal actions, for the projected workload
to ensure that coal exploration and
surface coal mining and reclamation
operations will be regulated in
accordance with the requirements of
SMCRA and 30 CFR Chapter VII. is
insufficient to enable the Secretary to
find that staffing is adequate, because:

A. Based on Illinois' information on
frequency of inspections (Volume 2, Tab
D).-the State would appear not to be
able to carry out adequate inspections
at mines and other inspectable units.
The Illinois proposal is based upon the
concept of inspecting mines, while
SMCRA and 30 CFR Chapter VII clearly
define tipples, preparation plants,
carbon recovery operations and other
similar structures and projects as
"inspectable units";

B. The proposed staffing for the
administration of the bonding program
at State headquarters level is 5 percent
of the duties of the land reclamation

supervisor and 10 percent of the duties
of the clerk IV, which appears to be
inadequate for dealing with this
sensitive element of the program;

C. One attorney is proposed to handle
legal matters for the Department of
Mines and finerals. Due to the highly
legalistic work inherent to a regulatory
agency, one attorney alone cannot
perform all necessary work, including
giving advice, providing legal opinions,
participating in negotiations, and
conducting litigation. Illinois proposes to
use the services of a contract attorney,
but it has not identified the numbers of
hours or services provided through this
arrangement;

31.6 30 CFR 731.14[1)-l'Vaurne 7,
Tab L. The Illinois submission of the
actual capital and operating budget and
sources of funds for the past year,
current year, and future two years is
insufficient to enable the Secretary to
evaluate the adequacy of Illinois'
finding. By providing a statement of
facts or assumptions used in the
development of this information. Illinois"
would assist the Secretary to make a
determination of the adequacy of the
projections.

Section VL-Disposition of Comments
The comments received on the Illinois

program during the public comment
periods described previously under
"Background on Illinois' Program
Submission" raised numerous issues.
The Secretary considered these
comments carefully in evaluating
Illinois' program, as indicated below. In
many instances, where comments relate
to Illinois' proposed rules, further
relevant information can be found in the
letter from the Director of OSM to
Illinois officials referred to above under
"Background on the Illinois Program
Submission." Copies of this letter are
available at the locations listed above
under "Addresses."

Department of the Interior
1. The Bureau of Mines (BOM) (ARN:

ILL--081) commented that Illinois
statute Section 2-08(b)(4), which
provides that a permit application shall
not be approved if the area proposed to
be mined is the subject of a designation
proceeding, is more stringent than its
SMCRA counterpart Section 510(b)(4] in
that it does not provide an exception
where the operator has made"substantial, legal, and financial
commitments in relation to the
[proposed] operation" prior to January 4.
1977. The secretary agrees and finds the
Illinois provision to be acceptable.

2. BOM (ARN: I1L-0M ) commented
that the Illinois statutory performance
standard (Section 3.07) for high
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capability landsis more stringent than
the SMCRA requirements for these
lands, because this provision will
provide better reclamation than the
Federal Act for land that.rdoes not meet
the definition of prime farmland-butit
which is capable of row-crop use.
However, as detailed in Finding 14.5, the
Secretary finds the Illinois provision
inconsistent with SMCRA.

3. The Heritage Conservation and
Recreation Service (HCRS) (ARN: ILL-
0095) commented thatthe Interagency
*Agreement with the Illinois Deparment
of Conservation would be strengthened
by specifically including under the
general provisions, compliance. ith 36
CFR 800-Protection of Historic and
Cultural Properties. Illinois proposed
regulation 1761.12(e), if promulgated,
would require joint approval by all
affected agencies of surface mining
operations that may adversely affect
any publicly owned place ori the
National Register of Historic Places.
This would be consistentwith the
Federal regulations. HCRS also
suggested that the agreement should
include recreational and heritage
resources as part of the Department of
Conservation evaluation
responsibilities. The Federal regulations
do not contain this requirement and the
State cannot be required to do more
than the Federal rules require.
4. The Geological Survey (GS) (ARN:

ILL-0072) recommended that the State
be informed about the exisitng Burdau of
Land Management/GS/OSM
Memorandum of Understanding on the
management of Federal coal. A
reference to the MOU in the State
program was suggested by GS as being
needed to inform the general public and
the State regulatory authority. A copg of
the MOU has been sent to the State and
may be referenced in its program, if the
State so desired.

5. GS (ARN: IL,-0072) commented
that the State should briefly address
State procedures for processing
exploration, mining plans, or permits
that include Federal lands. Jurisdiction
for processing exploration and/or
mining permits on Federal land lies
solely with the Secretary, though a State
may enter into a cooperative agreement
with the Secretary pursuant to SMCRA
Section 523(c) that would allow the
State to assume partial responsibility for
Federal lands in the State. Illinois chose
not to enter into such an agreement at
this time and therefore is not required to
discuss Federal land imnpacts in its
program.

6. The Fish and Wildlife Service'
(FWS) (ARN: ILL-.00"2) pointed out that
the proposed Illinois rule 1701.5
definition of "Best Technology Currently

Available" is significantly different from
the Federal defipition, since it requires
consideration of economic and energy'
requirements, and economically viable
alternatives. However, the revised
proposed rule 1701.5 submitted July 30,
1980, w6uld be acceptable if
promulgated since it does not contain
the inconsistent references to economic
and energy considerations.

7. The FWS (ARN: ILL-0082) noted
that proposed Illinois regulation
1762.12(b) would have provided that
additional unsuitability for mining
criteria could be consistent with the Act,
if they provided "for protection" of the
public health, safety and welfare.
Section 762.12(b) of the Federal
regulations provides that such
additional criteria are consistent only if
they provide "for greater protection."
However, the revised Illinois regulations
submitted June 16, 1980, contain the
word "greater."

8. The FWS (ARN: IJ,-0082 and ILL-
0176) commented that the Illinois state
program does not comply with 30 CFR
731.14(g)(1O, which requires a narrative
description of the Illinois system for
consulting with State and Federal,
agencies having responsibility for fish
and wildlife, historic, cultural and
arch eological resources, since the
Illinois narrative requires consultation
only with State agencies. The FWS also
commented this would nullify proposed
Illinois regulations 1776.12(b)(2), 1780.16,
1784.21, 1786.13(a), and 1786.14(a).
Illinois should address in the,
resubmission its system for cbnsultation,
with pertinent Federal agencies. See
Finding 15.9.

9. The FWS (ARN: ILL-0082) pointed
out that the inclusion of the words "but
in accordance withSubsection

/ 522(a)(1y" in the Illinois regulation
1762.14, which concerns exploration
operations on lands designated
unsuitable, is.misleading. The Secretary
agrees with this comment. However, this
language was deleted from the proposed
Illinois regulations submitted June 16,
1980.
1 10. The FWS (ARN: ILL-0082)

commented that proposed Illinois
regulation 1770.12, which addresses
coordination of review and issuance of
permits with other Federal and State
permitting process- applicable to
surface coal mining, is inconsistent with
the corresponding Federal regulation.
TheSecretary agrees that the proposed
regulation could be changed to'insure
more direct coordination with the
Federal agencies concerned. However,
the proposed Illinois regulation does
provide for coordination of review and
issuance of permits including the
applicable requirements of other laws

and could, therefore, be consistent with
the Federal rule.

11. The FWS (ARN: ILL-0082)
suggdsted rewording Illinois regulations
1779.20,1783.20 and 1786.17(a)(2). 30
CFR 779.20 and 783.20, which required
permit applicants to submit fish and
wildlife resources information, have
been remanded by the U.S. District
Court for the District of Columbia (In Re:
Permaneht Surface Mining Regulation
Litigation, No. 79-1144, February 20,
1980]. Illinois revised regulations
resubmitted on June 16, 1980, omitted
these sections. The Secretary cannot
require these rules at this time (See
General Background on the State
Program Appro Pal Process, above).
Similarly, 30 CFR 780.18 and 784,21,
which required permit applications to
contain fish and wildlife reclamation
plans,-have been suspended. Therefore,
Illinois' omission of a counterpart to 30
CFR 786.17(a)(2), which requires review
of such plans, is not presently
significant.
" 12. The FWS (ARN: ILL-0082)

commented that proposed Illinois
regulation 1786.11(c) is inconsistent with
the corresponding Federal rule, because
it does not require that Federal agencies
with jurisdiction over or interest in the
area of a proposed operation be notified
on the filing of a permit application, The
Secretary agrees that this proposed
regulation is inconsistent with the
Federal rule. However, proposed Illinois
rule 1786.11(c), submitted July 30, 1980,
would, if promulgated, be consistent.

13. The FWS (ARN: ILL-O082)
contends that proposed Illinois
regulation 1786.19(o) usurps the
authority and responsibility of the FWS
regarding the Endangered Species Act,
The Illinois regulation 1788.19(ol'is,
consistent with the corresponding
Federal rule, 30 CFR 786.19(o), and does
not usurp the authority of FWS.

14. The FWS (ARN: ILL-0082)
conteids that proposed Illinois
regulation 1786.29(a) concerning
conditions of permits should contain a
process for consultation with the VWS
to maintain the integrity of this
provision. The Secretary's regulations,
however, have-no such requirement and
the State cannot be required to do more
than the Federal regulations require.

15. The FWS (ARN: ILL-0082)
commented that proposed Illinois
regulation 1788.12(b)(2) and 1788.12(f)
-concerningpermit revision do not
.provide for written notification to State
and Federal fish and wildlife agencies
so that significant deviation from fish
and wildlife permit requirements can be
identified. These Illinois provisions are
consistent with the Federal rules in
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regard to written notification
requirements.

16. The FWS (ARN: ILL-002)
commented that the regulatory authority
should contact the FWS in conjunction
with Illinois regulations 1816A4[a)3)
and 1817.44(a)(3) concerning the
hydrologic balance of stream channel
diversions. The Illinois regulation is
consistent with the corresponding
Federal regulation and the Secretary
cannot require the State to do more than
the Federal regulations require.

17. The FWS (ARN: ILL-0082)
commented that proposed Minois
regulations 1816.97(d) and 1817.97(d)
concerning protection of fish, wildlife
and related environmental values are
inconsistent with the corresponding
Federal rules for not requiring protection
"to the extent possible using the best
technology current available." The
Secretary agrees with this comment.

'18. The FWS (ARN: ILL-0082)
commented that proposed Illinois
regulations omit the requirement of the
corresponding Federal regulations, 30
CFR 815.133(c) and 817.133(c), that
alternative land use may be approved
only "after consultation with the
landowner or the land management
agency having jurisdiction over the
land." The Secretary agrees this is
inconsistent with the Federal rules.

19. The FWS (AN: ILL-0082)
objected to inclusion of proposed Illinois
regulation 1825, concerning high
capability lands, without clarification
that the Illinois rule would not lead to
significant losses of important fish and
wildlife areas, especially wetlands. The
Secretary agrees that the intent of this
rule is unclear. However, it does require
that all other requirements of the
regulations, including fish and wildlife
regulations, be met.

20. The FWS (ARN: 11,-0176)
considers the Minos program to be
inadequate and opposes acceptance of it
by the Secretary. The Secretary is
initially disapproving the program in
part.

21. The National Park Service (NPS)
(ARN: ILL-0094) commented that it
should be allowed to participate in
permitting decisions in cases where NPS
units may be affected. Illinois proposed
regulation 1761.12(e)(Z) would require
joint approval by the Illinois Department
of Mines and Minerals and the NPS of
permits for operations that may
adversely affect a National Park.

22. The NPS (ARN: ILL-0094) stated
that it should be involved in setting
bond amounts for surface mining and
reclamation activities that may impact
NPS units. NPS would be involved in
bonding through the permitting process.

23. The NPS (ARN: ILL-004)
commented that it should be allowed to
participate in inspections where a NPS
unit may be affected, especially
inspections undertaken in response to a
petition or notification of violation or
prior to bond release. Illinois statute
Section 8.06(a) provides that if an .
inspection results from information
provided by any person, that person
may accompany the inspector on the
inspection. The NPS could avail Itself of
this opportunity. Neither SMCRA
Section 519(b) nor Illinois statute
Section 6.08(b) requires the regulatory
authority to allow outside parties to
participate in evaluation inspections
conducted prior to bond release.
However, 30 CFR 807.11(e), which
concerns informal conferences on bond
release, has been remanded by the U.S.
District Court for the District of
Columbia with instructions to include a
provision for citizen access to the mine
site prior to bond release (In Re:
Permanent Surface Mining Regulation
Litigation, No. 79-1144, February 26,
1980). When the revision to 30 CFR
807.11(e) is promulgated, Illinois will
have a reasonable time to amend its
program appropriately. See Effect of
Litigation on the Federal Permanent
Regulatory Program, supra.

24. The NPS (ARN: ILL--004)
requested the opportunity to participate
in developing criteria for designating
lands unsuitable for surfacp coal mining
near NPS units and to be allowed to
participate in protecting all resources on
lands under its jurisdiction from mining
in adjacent areas. Illinois' proposed
regulation Section 1762.11, Identifying
the criteria for designating lands as
unsuitable, is consistent with 30 CFR
762.11 and the Secretary cannot require
the State to adopt additional criteria.
The petition process included in Illinois'
proposed regulation 1764.13 provides the
opportunity for any person hav an
interest that is or may be adversely
affected to petition to have an area
designated as unsuitable for mining.
This approach appears to provide the
NPS with the opportunity it seeks to
protect lands in the National Park
System. The Secretary has Instructed
the Park Service not to seek criteria in
State programs that would establish
unsuitable for coal mining "buffer
zones" adjacent to National Parks,
unless these lands meet one or more of
the other specific criteria for
designation. On June 4. 1979, the
Secretary made final decisions on the
Federal Coal Management Program.
Included in those decisions were
numerous changes in the proposed
unsuitability criteria for Federal lands.

The Secretary chose to delete the
automatic "buffer zone" language for
national parks and certain other Federal
lands for the first criterion (43 CER
3461.1(a)). Instead. he stated lands
adjacent to a national park should be
found unsuitable only if they are
covered by one of the other specific
criteria (43 CFR 3461.1(b)-{t)). This
instruction to the National Park Service
assures that that agency's approach to
State unsuitability criteria will be
compatible with the Secretary's policy
on Federal unsuitability criteria.

25. The NPS (ARN: 1LL-0094) stated
that permit applications for coal mining
regarding air qvality should be referred
to its Air Quality Office. SMCRA
provides that it will not supersede
existing Federal law and existing air
quality laws do not require NPS review.
However, NPS will be notified of permit
applications under its proposed rule
1786.11 of July 30,1980.

Department of Agriculture
26. The U.S. Forest Servide (USFS)

(ARN: ILL-0071) suggested that a copy
of the Land Reporl be sent to the surface
owner(s) and other person(s) known to
the regulatory authority to have an
interest in the property. 30 CFR 764.15
doe snot contain such a requirement and
a State cannot be required to do more
than the Federal rules require.

27. The USFS (ARN: ILL-0071)
suggested that the surface owner(s) be
notified of intent to perform coal
exploration activities. Part 776 of the
Secretary's regulations do not require
that the surface owner(s) be notified and
a State cannot be required to do more
than the Federal rules require.

28. The USFS (ARN: ILL-0071)
suggested that, where commercial forest
is the proposed postmining land use, the
State require a detailed management
plan that reflects commercial forest
management standards. This
requirement is found in proposed Illinois
regulation 1780.23[a)(5).

29. The USFS (ARN: ILL-0071)
suggested that an MOU be established
between the State and the USFS to
coordinate the regulation of mining on
National Forest lands. The Secretary of
the Interior has been given the
responsibility by SMCRA to receive and
approve or disapprove mining plans,
and inspect and enforce regulations
covering all coal exploration and
surface coal mining operations on
Federal lands, including National Forest
lands. An MOU is being developed by
OSM and the USFS to coordinate these
activities on National Forest lands.

30. The USFS (ARN: IL-0071)
commented that early release of
performance bonds for research areas
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would encourage reclamation research.
This comment is currently being
considered together with the USDA-
RECLAM petition for an amendment to
30 CFR Part 780 to allow the use of
alternative x:eclamation practices for
research or demonstration purposes. (45
FR 41166-41169, June 18, 1980], This
petition has been granted in part and
rulemaking has been initiated to
consider appropriate amendments to
OSM's regulations. The Secretary will
require State programs .o be consistent
with any amendments that are adopted.

31. The USFS (ARN: ILL-0071] noted
that the Illinois prog'am submittal did
not contain a section discussing the
State's Abandoned Mined Land
Program State reclamation plans for
abandoned mined lands are separate
documents and are not considered part
of the regulatory program submittal.
Illinois submitted a State program for
abandoned mine lands reclamation on
July 22, 1980.

32. The USFS (ARN ILL-0151) stated.
that the Illinois program submittal does
not require Federal agencies to be.
responsible for bonding requirements on
areas where 'Federal reclamation
re'search is being performed. The
comment is currently being-considered
together with the USDA-RECLAM
petition for an amendment to 30 CFR
Part 780 (45 FR 41166-41169, June 18,
1980). See comment 30.

33. The USFS (ARN: ILLR-151)
suggested that the language "woody
materials may be chipped and
distributed over the surface as mulch"
be added to Sections 1816.114 and,
1817.114 of the proposed Illinois rules.
The Secretary's regulations do not ..
contain such language, and the State is
not required to do more than the Federal
rulesrequire,

34. The Soil Conservation Service
(SCS) (ARN: ILL-0084) questioned the
intermittent stream definition found in
proposed State regulation 1701.5. The
definition used by Illinois, with one
exception, is identical to the one in 30
CFR 701.5. Illinois has omitted the
conjunction "and" between parts (a] and
(b) of the definition, thus indicating
fewer streams than under the Federal
provision. When this omissibn is
corrected, the definition will be
consistent with the Federal rules.

35. The SCS (ARN: ILL-0084)
questioned why the definition of
agricultural use in proposed Illinois.rule
1701.5 included cropping, cultivation and
harvesting of plants, but not of trees.
The Illinois definition of agricultural use
is the same as the definition in the
Secretary's rules. The Secretary lacks
the authority to require Illinois to -

include more in its definition than is
found in the Federal rules.

36. The SCS (ARN: ILL-0084)
recommended either that prime
timberland and prime grazing land be
excluded from the definition of High
Capability Land in proposed Illinois
Rule 1701.5 or that they be recognized as
suitable postmining land uses for High
Capability Lands. The Secretary
disagrees that the definition should
exclude prine timberland and grazing
land. Proposed Illinois rule 1825.11(d)
would provide' that all other
requirements of the regulations,
including the postmining land use
requirements, be applicable to High
Capability Lands. Therefore, timberland
and grazing land would be suitable for
postmining uses of High Capability
Lands.

37. The SCS (ARN: ILL-0084)
commnented that proposed Illinois
regulation 1762.11(b)(3), which would:
allow renewable resource lands to be
designated as unsuitable for all or
certain types of surface coal mining
operations, should be expanded to
include consideration of prime farmland
as well as wildlife land, wet'lands, etc. •
"Renewable resource lands" are defined,
in proposed Illinois Rule 1701.5 to
include "areas for agricultural...
prdduction of food," which would
include prime farmland.

-38. The SCS (ARN: ILL-0084)
commented that a hypothetical case
should be developed.for interpreting the
phrase "reasonable and farmable unit,".
as it is used in Section 1779.27(b)(5) of
the proposed Illinois rules. This
subsection specifies that smaller units of
land shall not be considered prime
farmland.The Illinois provision is
inconsistent with 30 CFR 779.27(b)(5),
since the latter provision excepts lands
from prime farmland treatment only If
there are no soil map units that have
been designated prime farmland by SCS.

/ 39. The SCS (ARN: ILL-0084] noted
that proposed Illinois rule -1780.23(a)(2)
does not include "rangeland" as a -
classification of Illinois lands, but that
proposed Illinois rule 1816.115 refers to
"range" as a land use. The Secretary's
rule 701.5 does-not include "rangeland"
as a land use category, but rangeland is
defined in that rule differently from
"grazingland." Illinois' intent, evident in
its submission (Volume 5, Tab 13, page
9), is to delete rangeland as a land
classification in Illinois, probably
because no such lands exist in Illinois.
The reference to "range" in proposed
Illinois rule 1816.115 is probably
inadvertent.

40. The SCS (ARN: ILL-0084)"
commented that proposed Illinois rules
1785.17 (b)(7) and (b)(8) are inconsistent,

because Part (b)(7) speaks to high levels
of management, while Part (b)(8)
addresses equivalent yields with
equivalent management practices on
non-mined land of the same soil type,
SCS points out the need for a definition
of high level management and also
recommends using the Illinois
Department of Agricultural "Weighted
County Average Yield Formula" for
determining the postmining productivity.
Section 785.17(b)(8) of the Federal rules
[corresponding tp 1785.17(b)(7)] has
been remanded by the U.S. District
Court for the District of'Columbia, which
found that SMCRA requires only that
revegetation meet the equivalent levels
for surrounding non-mined lands [In Re:
Permanent Surface Mining Regulations
Litigation, No. 78-1144, May 16, 1980].
The Secretary may not require an
Illinois counterpart to the remanded
provision.

41. The SCS (ARN: ILL-0089)
commented that proposed Illinois rule
1785.17(c), which indicates that SCS Is
expected to determine within 30 days
whether an applicant's soil
reconstruction proposal is adequate,
may not allow SCS sufficient time, This
time limit is not found in 30 CFR
785.17(c). However, proposed Illinois
rule 1780, unlike 30'CFR Part 780, sets
specific time limits within which
decisions on permit applications must
be made. Setting a time limit on SCS
review of soil reconstruction proposals
is reasonable, therefore, so long as the
proposed Illinois rule is not interpreted
as allowing permit decisions without tho
required consultation with SCS.

42. The SCS (ARN: ILL-0084)
commented that, if proposed Illinois rule
1805 provided for early release of
performance bonds to allow research to
be conducted on reclaimed areas,
reclamation research would be
encouraged. This comment is currently
being considered together with the
USDA-RECLAM petition (45 FR 41166--
41169, June 18,1980) for an amendment
to 30 CFR Part 780 relating to research
and demonstration of reclamation
technology. [See Comment 30]
-43. The SCS (ARN: ILL-0084)

suggested that proposed Illinois rule
1815.15(f)(1) is too restrictive and would

-preclude the use of species not
indigenous to the disturbed area. It
recommended that qualifying language
such as "unless otherwise approved by
the regulatory authority" be added to
the first sentence in this section. The
suggested revision is less stringent than
Federal rule 815.15(f)(1] and cannot be

-approved by the Secretary..
.44. The SCS (ARN: ILL-0084)

commented that the lower limit for pH
(6.0) is not met by streams at some times
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and recommended that the maximum/
minimum values for pH be e;pressed as
"average" or "mean" or some similar
term in Section 1816.42(a)(7) of the
proposed Illinois rules. As was
amplified in the preamble to the OSM
regulations (44 FR 15153), OSM must
have regulations no less stringent than
those adopted by the EPA. The EPA has
specified the range in pH that streams
must meet. Therefore, this suggestion
cannot be approved by the Secretary.
However, 30 CFR 816.42{a)(7) has been
remanded as a result of the court
opinion of May 16,1980 (In RE:
Permanent Surface Mining Regulation
Litigation, No. 79-1144), and Illinois has
removed this provision from its July 30,
1980, prbposed regulations.

45. The SCS commented that it
presumed "that provisions of
1816.42(a)(2) of the proposed Illinois
rules override the minimum standards
given in Part 1816.42(a)([)." In proposed
regulations submitted June 16, 1980,
Illinois revised Section 1816.42(a)(2) to
be consistent with 30 CFR 816.42(a)(2).

46. The SCS (ARN: ILL-0084)
commented that in proposed Illinois rule
1816102(b), Table 1 water storage-outlet
capacity the first two lines are valid but
figures in lines 3,4, and 9 are not
adequate and would result in system
failure. The Illinois proposed rule of July
30, 1980, has been changed to conform to
the'Federal rule.

47. The SCS (ARN: ILL-0084)
recommends use of the Universzl Soil
Loss Equation to measure soil loss from
sheet and rill erosion and maintenance
of the soil loss tolerance (T) value on all
mined land in Section 1816.106 of the
proposed Illinois rule instead of using
the 9-inch rule as a criteria before
requiring control. The Universal Soil
Loss Equation is a technically accepted
method of determining soil loss and is to
be modified to reflect conditions typical
of surface mining operations. However,
the State language is identical to the
Federal and the State is not required to
do more than the Federal rules require.

48. The SCS (ARN: ILL-0084) argued
that proposed Illinois rule 1816.111(a)
should require a vegetative cover for
areas where the postmining land use is
industrial and residential. The Secretary
agrees that the Illinois rule should, when
promulgated, require establishment of
diverse, effective and permanent
vegetative cover on lands being
reclaimed.

49. The SCS (ARN: ILL-0084) pointed
out that Section 1816.111(b)(2) of the
proposed Illinois rules was less stringent
than the corresponding Federal
regulation. This was called to the
attention of the State in an OSM letter
dated May 22, 1980, and has been

corrected in later submittals of the State
program.

50. The SCS (ARN: ILL-0084)
recommended that the Chief of the
Division of Forestry in the Illinois
Department of Conservation be
consulted and his recommendations on
the use of introduced species be
considered by the State regulatory
authority in Section 1816.112 of the
proposed Illinois rules. This is not
required by the Federal regulations. The
State, however, is permitted to establish
such an arrangement by means of a
cooperative agreement between the
Department of Mines and Minerals and
the Department of Conservation.

51. The SCS (ARN: ILL-0084)
suggested that. for the purpose of
determining the success of revegetation,
the State should define ground cover in
Section 1816.116 of the proposed Illinois
rules as litter and the aerial parts of
plants less than 0.5 meters from the soil
surface. This definition is more
restrictive than the definition of ground
cover found in 30 CFR 816.116(d)(3) and
may be incorporated into the State's
regulations if the State so desires.

52. The SCS (ARN: ILL-M0084)
suggested the use of an alternative
herbaceous sampling technique that
might be easier to use and more
accurate than the method proposed by
the State in Section 1816.116(d) of the
proposed State rules. Section 816.116(a)
of the Federal rules requires that the
success of revegetation shall be
measureed by techniques approved by
the regulatory authority after
consultation with appropriate State and
Federal agencies. The possibility of
adopting the proposed ground cover
sampling technique has been called to
the State's attention.

53. The SCS (ARN: ILL-084)
commented that Section 1816.117 of the
proposed Illinois rules does not require
adequate erosion control prior to and
during tree establishment. This section
of the State's regulations Is similar to the
Federal rules, which require the
establishment of herbaceous ground
cover that is at least 70 percent of the
ground cover of reference areas with 90
percent statistical confidence or a level
of ground cover that is adequate to
control erosion as determined by the
State regulatory authority. The
Secretary believes these provisions are
adequate and the State is not required to
do more than the Federal rules require.

54. The SCS (ARN: ILL-0084) noted
that Section 1816.133(c)(5) of the
proposed Illinois rules invalidly implies
that all registered professional engineers
have the expertise necessary for
preparation of postmining land use
plans and recommended that use of only

qualified engineers be allowed.
However, the State language is identical
to that of the Federal rule and the State
is not required to do more than the
Federal rules require.

55. The SCS (ARN: ILL-0084)
commented on the provision for dust
control in Section 1816.155(b) of the
proposed Illinois rules for Class 1 road
maintenance in light of research being
conducted on alternate dust control
methods by the Forest Service and
others. Its recommendation is to allow,
in addition to watering, other dust
control methods approved by the
regulatory authority. This is a valid
recommendation since dust control
measures other than water are presently
available. However, 30 CFR 816.155(b)
has been remanded in In Re: Permanent
Surfact Mining Regulations Litigation,
No. 79-1144, May 16,1980. The provision
cannot be required at this time.

56. The SCS (ARN: ILL-0o84
commented that Section 1825 of the
proposed Illinois regulations, which
contains performance standards for
High Capability Lands encourages
changes of land use from prime
timberland and prime grazing lands, as
well as prime farmlands. The SCS
recommends that lands identified as
prime timber or grazing land be retained
as such in postmining land use plans.
Part 1825 is unparalleled in the Federal
rules. However, proposed rule 1825.11(d)
clearly states that all other requirements
of the Illinois regulations will apply to
High Capability Land. This would
include postmining land use
requirements.

57. The SCS (ARN: ILL-0084)
questioned whether National Forest
lands were exempt from the Illinois
statute and future implementing
regulations. The Secretary of the Interior
is responsible for regulating mining on
National Forests and all other Federal
lands. Mining companies are required to
satisfy Federal requirements. Illinois
may assume responsibility forTegulating
surface coal mining and reclamation
operations on Federal lands in Illinois
by entering into a cooperative
agreement with the Secretary under
Section 523(c) of SMCRA. Illinois has
not requested to enter into such an
agreement.

58. The SCS (ARN: ILL--084)
questioned whether the State would
accept petitions to designate National
Forest lands unsuitable for coal mining.
It also recommended-that the USFS be
given an opportunity to participate in
the designation process. The Secretary,
acting through the director of OSM, is
responsible for designating areas of
Federal lands unsuitable for all or
certain types of surface coal mining
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operations in accordance with the
requirements of 30 CFR Part 769. The
USFS, as the surface managing agency
for National Forests, will be provided
the opportunity to make
recommendations on approval or
disapproval of unsuitability designatidn
petitions on National Forest lands.

59. The SCS (ARN: ILL-0084)
recommended that the Chief of the -
Division of Forestry, Department of
Conservation, be a member of the
Illinois Surface Mining Advisory
Committee. This recommendation has
been forwarded to the State for its
consideration.

60. The SCS (ARN: ILL-0084)
recommended that the Chief of the
Division of Forestry, Department of
Conservation, review permit
applications where forest management
is the pre and post-mining land use.
SMCRA does not require such review.
However, Illinois statute Section 2.04(d)
does provide officers of government
agencies the opportunity to file written
objections with respect to a permit
application. In addition, the Illinois
Department of Mines and-Minerals can
arrange for permit review by the
Division of Forestiy in its supporting
agreement with the Department of
Conservation.

61. The sCS (ARN: IL-o0084
recommended that the Chief of the
Division of Forestry, Department of
Conservation, review reclamation
performance when reforestation is
included in the reclamation plan.
Neither SMCRA Section 519 nor the
Federal regulations requires such
reviews, though Illinois statute Section
6.08(c) allows heads of State agencies to
comment on reclamation performance in
bond release proceedings. In addition,
the Illinois Department of Minies and
Minerals can arrange for reviews by the
Division of Forestry in its supporting
agreement with the Department of
Conservation.

62. The SCS (ARN: ILL-0084)
recommended the establishment of
provisions for less laterials handling and
compaction and more flexibility in slope
requirements when forestry is the
approved postmining land use. The
Secretary recognizes that soil
compactiohn is detrimental to the
survival and the growth of trees;
however, SMCRA does not make special
provisions for soil handling and grading
when forestry is the approved
postmining land use. Illinois may wish
to establish such provisions as an
alternative according to the procedures
described in 30 CFR 731.13.

63. The SCS (ARN: ILL-0084)
recommended that the Illinois
regulations provide for reclamation

research on mined lands while retaining
performance bond requirements. This
comment is currently being considered
together with the USDA-RECLAM
petition for amendment to 30 CFR Part
780 to- allow the useof alternative
reclamation practices for research or
demonstration purposes (45 FR 41166-
41169, June 18, 1980]. [See Comment 30]

Department of Energy
64. The Department of Energy (DOE)

(ARN: I1-0100] commented that, as --
required by 30 CFR 731.14(e), the Illinois
submission should contain a: description
of the structural organization of the
regulatory authority, including
appropriate charts. As presented, the
submiission lacks the description
required by this section of the Federal
regulations. The submission should be
revised to incorporate a written
explanation of the regulatory authority
organization, together with appropriate
charts. The comment has merit and is
addressed in Finding 31.1.

65. The DOE (ARN: ILL-0100)
commented that the narrative
description of the Illinois system for
restricting direct and indirect conflicts
of financial interests, required by 30
CFR 731.14(g)(12). should describe the
'specific civil and criminal remedial
actions that will be implemented in
order to enforce these restrictions.
While this information would be useful,
the Secretary will not require it.

66. The DOE (ARN: IL,-0100)
commented that the statistical
information on coal exploration, mining
and reclamation operations in Illinois,
,submitted pursuant to 30 CFR 731.14(h),
is not adequately explained. Illinois'submitted additional information on July
30,1980 (Volume 10, Tab S) which is
adequate.

67. The DOE (ARN: ILL-0100)
commented that, according to the
description of the existing and proposed
State program staff, required by 30 CFR
731.14(i), the State regulatory authority
will not employ wildlife management
professionals, agronomists, geologists dr
ecologists. The Secretary agrees that the
specific expertise provided by these
specialists should be available to the
Department of Mines and Minerals and
,that Illinois, must demonstrate the
availability of personnel to make
'decisions on permit applications (See
Finding 31).

68. The DOE (ARN: ILL-000)
commented that, while Section
1816.131(b) of the proposed Illinois rules
allows operations to cease for 30 days
before the regulatory authority must be
notified Volume 5, Tab 30, page 79 of the

,Illinois submission indicated without
adequate explanation that the time

period would be changed'to g0 days, *
However, the proposed rules of July 30,
1980, retain the 30-day provision, which
is cohsistent with the Federal rules.

69. The DOE (ARN: ILL-0100
commented that the applicable water
quality standards should be
reincorporated into Section 1817.46(a)*of
the proposed Illinois rules. The proposed
revised regulations submitted by Illinois
on June 16, 1980, have reinstated the
water quality requirement into this
section.

70. The DOE (ARN: ILL-0100) suggests
that Illinois should explain further why
Section 1645.14 of the proposed Illinois
rules is better than the Federal rule,
which provides for penalties up to $5,000
as opposed to the Illinois $750. It
appears that DOE has misunderstood
Illinois' submission. Illinois provides for
a penalty of $5,000 per violation which
may be assessed per day, and in
addition, provides for a $750 per day
assessment for non-abatement
Cessation Orders.

Department of Labor
71. The Mine Safety and Health

Administration (MSHA) (ARN: ILL-,,
0075) commented that its guidelines
recommended that a 100-year 6-hour
frequency storm be used to-design
drainage diversions for coal processing
waste embankments instead of the 100-
year, 24-hour storm prescribed in the
Illinois regulation. Federal rules
816.92(b) and 817.92(b) also prescribe
the 100-year 24-hour precipitation event,
and the Illinois rules may not be less
stringent.

72. The MSHA (ARN: ILL-0075) has
indicated that counterparts to 30 CFR
816.86 and 30 CFR 817.80 are missing
from the proposed Illiflois regulations
and that MSHA must approve plans for
extinguishing coal processing.waste
fires. The Illinois proposed rules of July
30,1980, contain acceptable
counterparts to 30 CFR 816.80 and
817.86.

Environmental Protection Agency
73. The Environmental Protection

Agency (EPA) (ARN: IL-0099) noted
that the Illinois State Program did not,
as required by 30 CFR 731,14(c), contain
the Illinois 'Attorney General's opinion
stating that Illinois has the legal
authority to implement, administer and
enforce its program. However, on Juno
16, 1980, Illinois submitted the required
Attorney General's opinion.

74. EPA (ARN: ILL-0099) commented
that the Illinois program submittal (Vol,
I, Tab E) does not contain sufficient
narrative for the public to understand
the coordination system between
agencies, as required by 30 CFR
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731.14(e). The Secretary agrees that the
narrative must be clarified. (See Finding
31.1)

75. EPA (ARN: I1109) argued that
the State has not clearly demonstrated
that it has personnel qualified to review
reported levels of toxic materials and
other pollutants, and to determine
appropriate permit limits under the
Clean Water Act as required under 30
CFR 816.42(a)(7) and 30 CFR 780.18(b) (9).
Findings 31.1 through 31.6 point out
deficiencies in staffing and funding.

76. EPA (ARN: 111-0099) commented
that Volume 11, Tab I, submitted in
response to 30 CFR 731.14(g)(9), which
requires coordination of permit issuance
with other State, Federal and local
agencies, should specifically mention
coordinating the issuance of permits
with the Illinois Environmental
Protection Agency (IRPA). The Illinois
submittal of July 30, 1980 (Volume 10,
Tab K) includes reference to IEPA but
clarification is still needed. See Finding
31.

77. EPA (ARN: II1-0099] commented
that proposed Illinois rule 1784.14(b)(2),
which requires reclamation plans to
include water treatment plans and
which refers to Parts 1810-1828 of the
Illinois regulations, should be
accompanied by the exact wording of
those provisions to aid reviewers. The
Secretary believes that it is sufficient for
the State to incorporate Parts 1810-1828
by reference, especially since these
parts are included in the same volume.

78. EPA (ARN: 111,000) commented
that proposed Illinois regulation
1816.41(c) which contains general
requirements for preserving fhe
hydrologic balance, differed from the
corresponding Federal rule and needed
additional explanation. Proposed
regulation 1816.41(c) submitted July 30,
1980, is consistent with the Federal rule.

79. EPA (ARN: U11-0099) noted that
the Illinois program provided no
requirement for detention time for
sedimentation ponds. The requirement
for a 24-hour detention time for
sedimentation ponds, 30 CFR 816.46(c)
and 817.46(c), has been suspended and
cannot be required at this poinL OSM
will reconsider and repropose new
requirements (44 FR 77453) (1979).

80. EPA (ARN: IL1-0099) commented
that the Control Measures listed in
Section 1817.95(b) of the State
regulations, which references 30 CFR
817.95(b), is less stringent because it
uses the language "may include" in
place of "shall include." Also, the
Illinois language allows the owner/
operator the option of deciding for
himself whether an activity should not
be controlled, especially where two or
more techniques of control are needed.

This section has been remanded and
cannot be required at this time. OSM
will reconsider and repropose new
requirements (45 FR 51547 (190)).

81. EPA (ARN: ILL-0099) noted that
section 1816.81(b) was inconsistent with
30 CFR 816.81(b). The State's original
submittal omitted important conditions
that had to be met before the regulatory
authority could approve the disposal of
coal processing waste from outside the
permit area in the permit area. The
Secretary believes this omission has
been corrected in the July 30,1980,
resubmittal and that further changes are
not needed.

82. EPA (ARN: 1LL-0099) commented
that Illinois proposed regulation
1817.12(a) does not require the
regulatory authority to approve
underground mining beneath or adjacent
to streams or impoundments and to
determine that subsidence will not
cause material damage to water bodies
or streams. Also, it does not require the
applicant to correct damage or prevent
additional subsidence. The EPA citation
of the Illinois regulation appears to be in
error. Section 1817.126(a) seems to be
more applicable to the comment. The
State appears to have corrected this
problem in its July 30,1980, resubmittal.

Public Comments
The following acronyms were used to

identify commenters: Illinois South
Project (ISP); Village of Catlin, Illinois
(VCI); Citizens for the Preservation of
Knox County (CPKC).

83. Section 1.02 A commenter (ARN:
111-073) is concerned that Section 1.02
provides that Illinois will establish
requirements that are no more stringent
than SMCRA. The commenter suggested
that the provision be revised to provide
that Illinois law can be more stringent
than SMCRA. SMCRA Section 505(b)
allows, but does not require, State laws
to be more stringent than counterpart
SMCRA provisions. Therefore, Illinois
Section 1.02 is consistent with SMCRA.

84. Section 1.03(o)(25) Illinois South
Project (ISP) (ARN: 111-0179. ILL-0170
and ILL-0148) commented that the
definition of "toxic conditions and toxic
materials" found in Section 1.03(a)(25) of
the Illinois statue does not conform with
the definition of "toxic forming
materials" found in 30 CFR 701.5. The
Secretary agrees with this comment. See
Finding 30.3.

85. Section 6.07(b) ISP (ARN: ILL-0170,
11-0179 and 111-0182) commented that

Section 6.07(b) is inconsistent with 30
CFR 808.11(a). because the regulatory
authority has discretion in requesting
the Attorney General to institute bond
forfeiture proceedings. The Secretary
disagrees. Section 6.07(b) authorizes the

promulgation of rules which are no less
stringent than the Federal regulations in
describing the events and conditions
upon which the Attorney General may
be requested to institute bond-forfeiture
proceedings. Section 6.07(b) would
allow Illinois to specify circumstances in
which a bond would be forfeited that
are more stringent than those required
by the Federal regulations.

86. Section 9.01(h) ISP (ARN: 11L-0170,
111-0148, ILL-0179 and 111-0182) is
concerned about whether the
requirements of the state program can
be made applicable to operations
commenced prior to approval of the
state program because Section 9.01(h) of
the Illinois statute states that rules
"shall not be made applicable to any
operations prior to the effective date
thereof." The Secretary disagrees with
this comment because rules cannot
apply to operations until such rules are
effective. When they become effective,
the rules will apply to all operations.

87. Section 9.01 ISP (ARN: IL-0148,
111-0170 and 11.-0179) is concerned
that Section 9.01 does not conform with
30 CFR 732.17 because an approval of
the proposed regulation by the Director
of OSM must be obtained as an
amendment to the State program. The
Secretary does not agree. 30 CFR 732.17
does not prevent the adoption of a
regulation without OSM approval;
instead It provides that the regulation
shall not take effect for purposes of a
state program until approved by OSM as
a program amendment.

88. Section 9.01 The Village of Catlin.
Ill. (VCI) (ARN: ILL-019E) commented
that Section 9.01 does not appear to
require the State to hold hearings on
rulemaking. While the Secretary would
not object to a provision requiring a
hearing on each rulemaking procedure,
Section 9.01(d) does appear to provide
for public comment on any rulemaking
process and, therefore, appears to be
consistent with SMCRA.

89. Section 506 (a)-Section 2.01 ISP
(ARN: LL-0148, I1-T0, 1 L-0179 and
111-0182) suggests that Section 2.01 is
not sufficient to meet the requirements
of Section 506(a) of SMCRA. SMCRA
Section 506(a) specifies that no person
may conduct surface mining operations
unless the person has obtained a permit
pursuant to an approved State program
or pursuant to a Federal program within
the time limits set forth. Illinois Section
2.01 is consistent with SMCRA in that it
prohibits persons from engaging in
mining operations without a permit.

90. Section 507(e)-Section 2.04(a)
VCI (ARN: I--Ol69E) is concerned that
Section 2.04 does not specify where in
the county that a permit application will
be available for inspection. However,
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Illinois Section 2.04(a) provides that,
permit applications be available for
public inspection at the county seat of
each county containing land to be
affected under the permit.

91. Section 6.07(d) Several
commenters (ARN: L1-0182B and 11.,-
0171) suggest that Section 6.07(d) limits
the liability for bond forfeiture in a
manner that is inconsistent with
SMCRA and the Federal regulations.
The Secretary agrees. See Finding 19.2.

92. Section 510(b)-Section 2.08 VCI
(ARN: ILL-0169E) commented-that
whereas SMCRA Section 510(b) requires
written findings in support of permit
decisions, Section 2.08 does not require
Illinois to make written findings of fact
with respect to comments supplied by
the Interagency Committee and the
county boards on permit applications:
The Secretary disagrees. It appears that
Section 2.08(c) does require that Illinois
respond in writing to comments made by
the Interagency Committee and the'
county boards before a permit may bd
issued. In addition, Section 2.08(b)
requires written findings in support of
permit decisions.

93. Section 2.04(d) VCI (ARN: ILL-
0169E) is concened thai Section 2.04(d)
of the Illinois statute fails to require, as
does SMCRA Section 513(b), that a
newspaper advertisement of an informal
conference be placed two weeks before
the conference and that such informal
conferences be held in the locality of the
proposed mining. The Secretary agrees,
but Illinois may-by regulation cure this
deficiency. See Findings 23.4 and 23.5.

94. Section 513(b)-Section 2.04(d)
VCI (ARN: ILL-0169E] is concerned that
Section 2.04(d) of the Illinois statute
limits the rights of local government
agencies to object to a permit
application as required by SMCRA
Section 513(b). The commenter is
particularly concemed that it is unclear
that a village or township wouldhave
the right to file written objections. The
Secretary agrees. See Finding 23.2.

95. Section 513(b)-Section 2.04 ISP
(ARN: ILL-0148, ILL-0170 and 111-0179)
notes that the Illinois statute, unlike
SMCRA Section 513(b), does not allow
parties to an informal conference on a
permit applicati6n access to the
proposed application prior to the
conference. The commenter questions
whether such a defect may be remedied
by the promulgation of Section
1786.14(b)(3) of the proposed Illinois
rules. The Secretary agrees that the
statutory section alone is inconsistent
with SMCRA, but believes that an
appropriate regulation would make it
consistent. See Finding 23.6.

96. Section 514(e), 519(h) and 525(a)(2)
ISP (ARN: ILL-0148, ILL-0170, 1L-0179

and 111-0182) commented that although
Section 8.09 authorizes the regulatory
authority to issue subpoena as the
section does not require the enforcement
of a subponeas is required by SMCRA
Sections 514(e), 519(h), and 525(a)(2).
However, Sections 2.11(g) and 8.07(b)
are consistent with their SMCRA
counterparts' Sections 514(e) and
525(a)(2): in providing for issuance of
subpoenas. Illinois Section 6.08(c),
though, is inconsistent with SMCRA
Section 519(h) in this regard. See Finding
23.12. Yet SMCRA nowhere provides for
enforcement of subpoenas, a power
usually not vested in administrative law
judges. Therefore, the Illinois statute is
not inconsistent with SMCRA in failing
to provide for enforcement of
subpoenas.

97.. Section 514(e)-Section 2.11(g) VCI
(ARN: ILL-0169E) commented that
Section 2.11(g) of the Illinois statute
does not require a verbatim record of all
public hearings held as is required by
SMCRA Section 514(e). As a result, the
commenter asserts that hearings to
designate land as unsuitable for mining,
hearings to remove such-designations,
hearings on the reyision of a mining
permit, hearings in the revocation of a
permit, and hearings on the release of a
bond may not be covered under Section
2.11(g) of the Illinois statute. However,
Illinois Section 8.09 requires a verbatim
record to be prepared for most hearings
held under the Illinois statute and
Illinois, in its July 30, 1980, submission,
states that its promulgated regulations
will require transcripts of all hearings.
The Secretary has found this to be
acceptable. See Finding 23.7.

98. Section 515(b)(3) A commenter
(ARN: 111-0179) suggested that high
walls should be allowed to remain since
they do not contribute to erosion. The
Secretary disagrees, because Section
515(b)(3) of SMCRA requires, with
respect to surface coal mining
operations, the elimination of all
highwalls.

99. Section 3.25(b) ISP (ARN: 11-0170,
ILL-0179 and 1110182) suggests that
Section 3.25(b) impermissibly provides
an exception to the requirements for
contemporaneous backfilling and
precludes public participation a decision
to allow such an exception by not
requiring the decision to be made in the
context of a permit approval or permit
revision as is required by SMCRA. The
Secretary has found that the Illinois
provision, which allows extensions of
the reclamation period where conditions
have made timely reclamation
"impossible," is consistent with the
SMCRA requirement that reclamation
be as contemporaneous as practicable.

See Finding 14.11. In addition, 30 CFR
816.101 does not require that additional
time for rough backfilling and grading be
granted only as part of a permit or
permit revision approval decision.

100. Section 517(b)-Section 8.02 ISP
(ARN: 1I1-0170, 111-0179 and ILL-0182)
suggested that, since the regulatory
authority may only impose monitoring
requirements by adopting rules pursuant
to Section 8.02, the regulatory authority
may not impose the case-by-case
monitoring requirements provided for in
Section 517(b) of SMCRA, The Secretary
believes that Section 8.02 provides the
authority for the regulatory authority to
adopt rules that would allow monitoring
requirements to be instituted on a case-
by-case basis.

101. Section.517(b)(3), 704, and 521(c)
ISP (ARN: ILL-0148, ILL-0170, ILL-0179
and 111-0182) is concerned that Sections'
8.01(a) and 8.08 do not provide the same
right of entry and sanctions against both
an operator and a private landowner for
refusal to allow entry as are found in
SMCRA Sections 517[b)(3), 704, and
521(c). The Secretary has found Illinois
Section 8.01(a) to be consistent with
SMCRA (See Finding 18.1), and Section
8.08 is consistent with SMCRA Section
521(c). However, Illinois has not enacted
a counterpart to SMCRA Section 704
and therefore does not provide for
sanctions against operators or
landowner for refusal to allow entry that
is consistent with SMCRA. See Finding
27.1.

102. Section 517(f) ISP (ARN: ILL-)148,
111-0170, ILL-0179 and ILL-0182) is
concerned that the Section 8.01 limits
the availability of documents to the
public more than required by SMCRA
Section 517(f). The Secretary has found
that Illinois Section 8.01(c) does not
provide for public availability of
documents that is consistent with
SMCRA Section 517(f); however, the
proposed regulations would rectify this
problem. See Finding 23.9.

103. Section 517(g)-Section 9.06 ISP
(ARN: ILL-0170, ILL-0179 and ILL-Ol81)
is concerned that the conflict of interest
provision found in Section 9.06 of the
Illinois statute is limited in its
application to employees of the
Department of Mines and Minerals
rather than including employees from
other state agencies who may perform a
function or duty in the program. The
Secretary agrees that Section 9.00 is
inconsistent with SMCRA Section 517(g)
since it does not clearly apply to all
employees of the state performing
functions or duties under the Illinois
Act. See Finding 24.

104. Section 517(g)-Section 9.06 ISP
(ARN: ILL-0179) suggests that all state
employees performing direct or indirect
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functions or duties under the Illinois act
would be subject to the Section 9.06 of
the Illinois statute, instead of merely the
Directors of the Interagency Committee
as is proposedn Tab L of the Illinois
narrative. However, the narrative does
not limit the applicability of the conflict
of interest provisions to the Directors of
the Interagency Committee; it only
subjects them to the requirements
imposed on other employees. The
Secretary, though, is initially
disapproving Illinois Section 9.06
because it applies only to employees of
the Illinois Department of Mines and
Minerals. See Finding 24.

105. Section 517(h) ISP (ARN: ILL-
0179) is concerned that no Illinois
statutory provision is comparable to
SMCRA Section 517(h), which allows a
person to notify the Secretary when that
person believes that a violation exists at
a mining site or that inspections are not
adequate and complete. The Secretary
agrees. See Finding 23.11.

106. Section 519(d)(f)(h) The
commenters (ARN: 11.10148, ILL-0170,
ILL-0179 and ILL-0182) are concerned
that basic elements of an adjudicatory
hearing are not provided in Section 6.08.
The Secretary agrees. See Finding 23.12.

107. Section 520(b)(1)(B)-Section 805
ISP (ARN: LLL-0148, I1--0170, ILL-0179
and ILL-0182) commented that Section
8.05 of the Illinois Act fails to allow any
person to intervene as a matter of right
in a suit by the State to require
compliance with the statute as specified
in Section 520(b)(1)(B) of SMCRA.
However, Section 529(1)(B) provides for
intervention as a matter of right only in
suits in Federal courts. Illinois is not
required to provide for such intervention
in state courts as well.

108. Section 520(c)-Section 8.05. ISP
(ARN: ILL-0148, ILL-0170, ILL-0179 and
ILL-0182) suggests that Section 8.05 is
deficient because it fails to provide for
the intervention of the Secretary in a
citizen's suit as is provided in Section
520(c)[2) of SMCRA. The Secretary
agrees. See Finding 23.13.

109. Section 520(d) and 525(e). ISP
(ARN: ILL-0148, ELL-0170, ILL-0179 and
111-0182) suggests that the Sections
8.05(c) and 8.07(f) limit the award of
attorney's fees and other costs and
expenditures inconsistently with
SMCRA Sections 520(d) and 525[e). The
Secretary agrees. See Finding 23.14.

110. Section 521. ISP (ARN: 111-0148,
1LL--0170, ILL-0179 and 11-0182) is
concerned that an operator or permittee
may seek immediate injunctive relief
from a court based upon Section 8.06,
instead of exhausting administrative
remedies for review as is required by
SMCRA Section 526(c). The Secretary
agrees. See Findings 21.2 and 21.4.

111. Section 522(e)(1)-Section 7.01.
ISP (ARN: ILL-0148, ILL-0170, ILL-0179
and ILL-0182) is concerned that Section
7.01 does not prohibit mining within
those areas designated under SMCRA
522(e)(1). The Secretary agrees with this
concern, but see Finding 22.3.

112. Section 3.16(b). ISP (ARN: 111-
0148. ILL-0170. L-0179 and ILL-0182) is
concerned that it be made clear that
Section 3.16(b) does not supersede the
requirements of SMCRA Section
522(e)(4). The Secretary agrees. See
Finding 22.1.

113. Section Z03. ISP (ARN: ILL-
0170) is concerned that the hearing on a
petition to designate lands unsuitable
for mining under Section 7.03 would be
adjudicatory pursuant to Section 8.09 of
the Illinois statute. The Secretary has
found this provision inconsistent with
the SMCRA requirement that such a
hearing be a relatively informal
legislative hearing. See Finding 23.19.

114. Section 703. ISP (ARN: IIL-
0171) is concerned that no Illinois
provision is the equivalent of Section
703 of SMCRA which concerns
employee protection. The Secretary
believes that SMCRA Section 703
provides sufficient protection of
employees participating in the
administration or enforcement of
SMCRA and will not require state
programs to contain comparable
provisions.

115. Section 707. ISP (A.N: ILL-
-0179), and VCI (ARN: ill-OIOGE) are
concerned that the Illinois statute
contains no severability clause that
would preserve the remaining portions
of the statute if any part of the statute is
declared invalid. There is no indication
in the Illinois submission that the entire
Illinois statute will be rendered invalid
if a single part is declared invalid.
However, no conclusion as to the effect
of the omission of a severability clause
in the Illinois statute is possible at this
time. See Finding 30.7.

The following comments [nos. 116
through 3811 concern the proposed
Illinois rules. A detailed discussion of
the Illinois proposed rules will be sent in
a letter to the State regulatory authority
from the Director, OSM, and will be
available in the administrative record at
the locations specified under
"Addressess" above.

116. Rule 1701.5. ISP (ARN: 1L110170)
and (CPKC) (ARN: 111,16GB) are
concerned that definitions of "essential
hydrologic functions" and "Regional
Director" are omitted from the Illinois
proposed regulations. SMCRA, though,
seeks to preserve the essential
hydrologic functions of alluvial valley
floors in arid or semiarid regions. No
such reasons exist in Illinois and Illinois

need not. therefore, define essential
hydrologic functions. Illinois is not
required to define Regional Director
since Regional Directors are Federal
officials defined in the Federal
regulations.

117. Rule 1701.5. The commenter.
(ARN: IIJ-O18A) suggests the addition
of a definition of the term "final
decision" in Illinois proposed regulation
1701.5. The Secretary would not object
to such a definition as long as it is not
inconsistent with SMCRA.

118. Rule 1701.5. The commenter
(ARN: 111-0169) suggests the addition of
the phrAse "or is benefited by" to the
definition of "person having an interest
* * *" in Section 1701.5 of the proposed
Illinois regulations. The Illinois
regulation appears to be consistent with
the definition of that term in 30 CFR
700.5. and the Secretary believes that
definition appears to include the concept
with which the commenter is concerned.

119. Rule 1701.5. CPKC (ARN: ILL-
0169B) is concerned that the definition
of "high capability lands" should be
rewritten more objectively and should
conform with the definition of "high
capability lands" used by either the
USDA or SCS. The term "high capability
land" is not used in SMCRA or the
Federal rules. Illinois may define and
use the term in any manner it believes
appropriate so long as its use does not
cause the State's statute and regulations
to be inconsistent with SMCRA and the
Federal rules.

120. Rule 1701.5 CPKC (ARN: IIJ,-
0169A) believes that the definition of"valid existing rights" found in Section
1701.5 of the Illinois regulations should
be amended to delete the phrase "coal is
both needed" in subsection (a)(2](ii).
That portion of the definition is
consistent with definition of "valid
existing rights" found in 30 CFR 761.5.

121. Rule 1701.5 ISP (ARN: 111,-182)
and CPKC (ILL-0169A) believe that
subsection (c) the definition of "valid
existing rights" found in Section 1701.5
of the Illinois regulations should be
amended to delete the phrase "If an
applicant claims valid existing rights."
The Secretary agrees that subsection (c)
of the proposed Illinois definition of
valid existing rights would be
inconsistent with the Federal regulations
since it could allow a finding of valid
existing rights even if the person had
made no attempt, as of August 3,1977 to
obtain permits to mine.

122. Rule 1701 ISP (ARN: ILL-0170) is
concerned that the Illinois regulation do
not contain the term "materially damage
the quantity and quality of water". This
term is defined by 30 CFR 701.5 with
respect to alluvial valley floors. Since
the alluvial valley floor provisions of
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SMCRA apply only in arid and semiarid
regions, none of which are in Illinois, a
definition of this term is not required in
Illinois.

123. Rule 1701.5 ISPIARN: ILL-0170J
is concefned because the definition of
the term "Director" in Illinois rule 1701.5
does not distinguish between the
Director of the state agency and the
Director of the Office of Surface Mining.
The Secretary agrees that this
distinction should be made. .

124. Rule 1701.5 CPKC [ARN: IL -
0169B) is concerned that the following
terms defined in Illinois Rule 1701.5
need further clarification and more'
concise definition.

a. "Surface mining activities"
b. "Surface mining operations"
c. "Surface mining and reclamation

operations" (the commenter is assumed
to be referring to the term "surface coal
mining and reclamation operations").

Illinois does not define "surface
mining activities," but die Illinois
definition of "surface mining I
operations," a term not founfin the
Federal regulations, is consistent with
the Federal definition of "surface mining
activities." The Illinois definition of
"surface coal mining and reclamation
operations"ls consistent with th6-
definition of the term in 30 CFR 700;5.

125. Rule 1701.5 CPKC (ARN: IL1,
0169B) is concerned that "agricultural
activities" and "agricultural use" have
varied meanings and Section 1701.5 of
the Illinois regulations is unclear as to
the ,r meaning. The Illinois definition of
"agricultural use" is consistent with the
Federal definition. Illinois need not
define "agricultural activities," since
that term is used in the Federal
regulations only with respect to alluvial
valley-floors. See comment 122.

126. Rule 1701.5 CPKC (ARN: ILL-
0169B) and VCI (ARN: 11-016913) are
concered that Illinois Rule 1701.5 does
not contain adequate definitiorfs of the
following terms. The Secretary's
responses are as follows:

a. "Acid drainage"-the proposed.
Illinois rule'of July 30, 1980, contains the.
same definition as the Federal rules.

b. "Affected area"-the definition in'.
the proposed Illinois rule does not
include the land or water located above
underground mine workings as required
by the Federal rule.

c. "Best technology currently
available"--the definition in the
proposed Illinois rule of July 30, 1980 is
consistent with the Federal rule.

d. "Coal exploration"-the definition
in the proposed Illinois rule of July 30,
1980 is consistent with the Federal rule.

e. "'Director"--see comment 123.
f. "Intermittent stream"-the

definition in the proposed Illinois rule

contains the conjunctive "and" rather
than the alternative "or", so that it
appears-less stringent than the Federal
rule. See comment 24. -
g. 'Toxicforming materials"--the

proposed Illinois rule submitted July 30,
1980 is consistent with the Federal rule.

h. "Valid existing rights'"-the
proposed Illinois definition of valid
existing rights proyides that such rights
"are not limited to" the circumstances
found in the'Federal rule and the Illinois
definition adds a subsection (c), not
found in the Federal definition, that
would allow a finding of valid existing
rights where no attempt-had been made
to obtain permits to mine prior to August
3, 1977. This is inconsistentwith the
Federal rule. "

i. "Permit term"--the Illinois
definition in the proposed rules of July
30,1980 is consistent with SMCRA.

127. Rule 1701.5 CPKC (ARN: ILL-
0169A) suggests that the definition of
"public roads," found in Section 1701,5
of the proposed Illinois regulations,
should include the right-of-way so that it
would be consistent with the description
of public road as it is used in the
regulations. The Secretary believes this
change is unnecessary since Illinois
statute Section 7.01(b) prohibits mining
within 100 feet of the outside right-of-
wayline of any public road.

128., Rule 705.18(c-Section
1705.18(c) CPKC (ARN: ILL-0169B)
suggests that Illinois Rule 1705.18(c) be
amended to include the phrase
"including dismissal" in the remedies for
violation of the conflict of interest",prOvision. The Secretary finds that;
while the suggested language would
clarify the available remedies, the
Illinois language appears to be
consistent with 30 CFR 705.18(c). The
existing language would allow the
regulatory authority to take the
administrative action suggested by the
commenter.

129. Rule 732.15(b)(10) ISP (ARN: ILL-.
0053 and ILL-0179) expressed concern
that Illinois did not allow for public
comment before submitting its program
to the Secretary. The Secretary
disagrees. See Finding 23.23.
1 130. Bale 731,146) ISP (ARN: ILL-0170
and ILL-0179) expressed concern that
the Illinois program submitted inIresponse to 30 CFR 731.14(j) reflects
inadequate staffing. The Secretary
agrees. See Finding 31.5. '

131. ISP (ARN: 1LL-0179) asked
whether emergency rules adopted by
Illinois as part of its program would
meet the requirements for program

* approval, sincq the time limitations on
emergency rules would inhibit public

* participation. The Commenter also
asked whether Illinois must make the

changes suggested in the Secretary's
Findings. Federal Rule 732.15(b)(10)
requires public participation In the
adoption of a state program. Section 5.02
of the Illinois Administrative Procedure
Act, which allows emergency rules only
to deal with threats to-the public
interest, safety and welfare, and which
allows thesepues to remain effective
only 150 days, Is consistent with the
provisions of 43 CFR Part 14, which
governs OSM rulemaking. thus,
emergency rules may form the basis for
program approval.

The Secretary identifies In this notic6.
concerns in the proposed program
submission that the State must address
in its resubmission. Before the State
program can be finally approved, the
State must assure the Secretary that the
identified concerns will not prevent the
State from conducting a State program
in accordance with the requirements of
SMCRA.

132. ISP (ARN: ILL-0170) suggested
that the Illinois Environmental
Protection Agency be given Inspection
and enforcement responsibilities and
capabilities in the area of explosives
use. The Secretary would not object to
the Illinois Department of Mines and
Minerals delegating certain functions to
another state agency as long as the
agency can conduct that portion of the
program in accordance with SMCRA.

133. A commenter (ARN: ILL-0169)
pointed out that Illinois did not organize
its law consistently with the scope,
objectives, authority, responsibilities
and definitions of the Federal
regulations. While 30 CFR 732.15(b)
requires the State to-have laws to
implement, administer and enforce the
Federal provisions, a State need not
organize its rules in the same manner as
the Federal regulations as long as the
substantive provisions are included in
the State rules. Deficiencies that have
been identified in the proposed Illinois
rules are discussed in a letter to the
regulatory authority from the Director,
OSM.

134. Rule 1760.4 CPKC (ARN: ILL-
)169A) suggests that a date be set by
which Illinois must have-established a
process, including a data base, for
making decisions on designating lands
unsuitable for surface mining. A'date is
set, in effect, by SMCRA Section 522(a),
which requires that a planning process
for decisions. on designation of lands
unsuitable for surface mining, including
a-data base, be instituted prior to-the
approval of a State program.

135. Rule 1761.11(c) ISP (ARN: ILL-
0148) and the Illinois Archeological
Survey (ARN: ILL-0179) have questioned
the extent of the prohibitions in the
proposed Illinois regulations on mining
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near parks and historic places. Federal
regulation 761.11(c) has been suspended
as it applies to places eligible for listing
on the National Register of Historic
Places (44 FR 67942, November 27, 1979).
The Illinois proposed rule of July 30,
1980, is consistent with the Federal rule.

136. Rule 1761.11 Illinois
Archeological Survey (ARN: ILL-0179)
expressed concern about interpretation
of designating areas unsuitable for
surface coal mining in questioning
whether sites must be already on the
National Register of Historic Sites to be
designated unsuitable for surface coal
mining. This is consistent with the
Federal rules in that 30 CFR 761.11(c)
and .12(f)[1) has been suspended by the
Secretary insofal as these provisions
affect places "eligible for listing on" the
National Registet of Historic Places [44
FR 67942 [1979]].

137. Rule 1761.11(e) ISP (ARN: ILL-
0148 and ILL-0179) expressed concern
that Illinois' rule, which prohibits mining
within 300 feet of occupied dwellings
and also dwellings under construction or
contracted for at the time of public
notice, would provide an exemption to
the requirement of a 300 foot buffer zone
around occupied dwellings. The
Secretary disagrees, since the proposed
Illinois rule protects not only occupied
dwellings, but also dwellings under
construction or contracted for.

138. Rule 1761.11(h) Several
commenters (ARN: ILL-0148, LeL-O169A
and ILL-0182), objected to the proposed
Illinois rule, which allows reclamation
operations to take place within areas
designated unsuitable, because they felt
it allowed a loophole for related
operation impacts which are considered
to be in the reclamation phase. The
Secretary has interpreted SMCRA
Section 522 as allowing exploration
operations on lands designated
unsuitable. 30 CFR 762.14. Reclamation
of such operations is consistent with the
intent of SMCRA and the Federal rules.

139. Rule 1761.12(f)(1) ISP (ARN: ILL-
0148 and ILL-0170) a commenter
objected to the proposed Illinois rule
which would protect only "publicly
owned" places included on the National
Register of Historic places. See
Comment 135.

140. Rule 1762.11(b)(1) (The
commenter appears to have incorrectly
cited Section 1762.11(a)()) CPKC (ARN:
UiL0169B) suggested that additional
language and correction be made to
proposed Illinois Rule 1762.11(b)(1) by
changing "incompatible" to
"compatible" and adding the phrase
"existing at the time the petition is filed"
regarding land use plans and programs.
The Secretary disagrees. The proposed

Illinois rule is consistent with 30 CFR
762.11(b)(1).

141. Rule 1762,1lb)(1) CPKC (AlRN:
ILL-0169A) suggested the term
"existing" be deleted from Illinois Rule
1762.11(b)[1) which sets forth criteria for
designating lands as unsuitable for
surface coal mining. The Secretary
disagrees. The Illinois rule appears to be
consistent with 30 CFR 761.11(b)(1).

142. Rule 1764.13(b) ISP (ARN: ILL-
0148 and ILL-0170) and CPKC (ARN:
ILL-0169B) commented that Illinois Rule
1764.13(b) omits the words "only" and
"need" from the requirements of
information required in a petition to
designate an area unsuitable for surface
coal mining operations, thereby resulting
in the possibility of placing additional
burdens on a petitioner not provided in
the jFederal rule. The Secretary believes
that Illinois has corrected this provision
in its July 30,1980. proposed rules.

143. Rulle 1764.13[b)(4) ISP (ARN: ILL-
0148) is concerned that while the
Federal rule requires the petitioner's
name, address, and telephone number,
Illinois has added "die name or names
of other persons represented by the
petition." The Secretary believes that
the proposed Illinois rule is consistent
with the Fedeal rule.

144. Rule 1764.15(0)(5) CPKC (ARN:
ILL-0169A) objected tb Illinois' use of
the term "baseless" in determining that
a petition to have an area designated as
unsuitable for surface coal mining
operations is incomplete or frivolous.
Illinois deleted this term in its proposed
rules submitted on June 16,1980.

145. Rule 1764.(b)(1) ISP (ARN: ILL-
0148 and ILL-0170) and CPKC (ARN:
1L--0169) suggested that the Illinois
Institute of Natural Resources should be
allowed to approve contract work, if
needed. The Secretary declines to
suggest how internal relationships
between the Institute and the
Department of Mines and Minerals
should be conducted.

146. Rule 1764.15(b)(1) Several
commenters (ARN: ILL-0160 and 0170)
are concerned that while 30 CFR
764.15(b)(1) provides for the circulation
of copies of the completed petition to
different entities, Illinois limits referral
of the complete petition to its Institute of
Natural Resources. The Secretary
disagrees in that Illinois Rule
1764.15(b)(3) appears to contain
provisions comparable to 30 CFR
764.15(b)(1).

147. Rule 1764.(b)(1) The commenter
(ARN: ILL-169A) suggested a deletion of
language which states that the Land
Report submitted by the Illinois Institute
of Natural Resources on a petition to
designate lands unsuitable for mining
shall not contain a recommendation as

to whether the petition should be
granted or denied. While the Secretary
would not object to the adoption of the
commenter's suggestion, the suggestion
is not required for the Illinois provision
to be consistent with 30 CFR
764.15(b)(1).

148. Rule 1764.15[b)(3) CPKC (ARN:
ILL-0160A) suggests that the term
"interest." as used in proposed Illinois
Rule 1764.15(b)(3) should be defined.
The rule in question refers to the
circulation of copies of the petition to
have an area designated as unsuitable
for surface coal mining operations to,
and the requests for submissions of
relevant information from, interested
agencies and persons. Such a definition
is not required by the Federal rules.

149. Rule 1764.17(e) ISP (ARN: ILL-
0148 and ILL-0170) the commenter
disagreed with the phrase "prepare a
detailed statement" and suggested
instead 'authorize the preparation of a
Land Report." The use of phrase
"prepare a detailed statement"'by
Illinois is consistent with 30 CFR 764.17.

150. Rule 1764.19(a)(3) ISP (ARN: ILL-
0148) the commenter expressed concern
for use of the phrase "detailed
statement" in proposed Illinois Rule
1764.19(a)(3), because it would be
possible for Illinois to prepare its own
report separate from the Institute of
Natural Resources and base its decision
on its report without considering the
Land Report. While it is true that the
Illinois provisions may allow the
preparation of two reports. Illinois
would be required to consider all
information relating to the designation
petition in arriving at a decision. The
Land Report would be considered under
proposed Rule 1764.19(a)(2). '

151. Rule 1764.19[c) CPKC (ARN: ILL-
0169B) noted Illinois Rule 1764.19(c)
cites the Federal rather than State
statute and rules. The proposed rule of
July 30,1980 has been corrected.

152. Rule 1764.23(a) ISP (ARN: Ill--148
and 111-0170) suggested that this section
be amended to make the entire
information and data base system
available to the public at two central
locations. The Illinois rule is consistent
with 30 CFR 764.23(a). The Secretary
cannot require the State to do more than
the Federal rules require.

153. Rule 1764.23 ISP (ARN: 111-0148
and ILL-0170) suggested that language
be added to the Illinois rule that would
require publishing of an information
booklet concerning procedures for
designating lands unsuitable. This
requirement is not necessary for
compliance with the Federal regulations.

154. Rule 1764.23(c) ISP (ARN: IL-
0170) suggested modification of
proposed Illinois Rule 1764.23(c) to read
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(modifiers underscored) "make the'
entire information and data base system
developed under Section 1764.21
available to the public at 2 central
locations for inspection free of charge
and for copying at reasonable cost."
This is not required for compliance with
the Federal rules.

155. Rule 1770.12.ISP (AR: ILL-0148
and ILL-0170) requests that language be
added to Illinois Rule 1770.12 that would
incorporate Sections 1776.11(e), Part
1785 and Part 1786 to insure that
exploration permits would be also
included in the required review of the
Illinois Committee on Surface Mining -
Control and Reclamation. While the
Secretary would not object to the
review, this change is noLrequired for
"compliance with the Federal rules.

156. Rule 1771.11(a) ISP (ARN: IL,-
-0148 and ILL-0170) notes that the Illinois
reference to Rule 1771.13(b) is not valid
in Illinois Rule 1771.11(a), since Illinois
does not have a Rule 1771.13(b). The cite
is not necessary, but the provision does
not appear to be inconsistent with the
Federal rules since thesubstantive
provisions of 30 CFR 771.13(b) appear in
Illinois Rule 1771.11(a). The cite thh Rule

,1771.13(b) is not contained in the July 30,
1980, version of Rule 1771.11(a).

157, Rule 177L21(b) ISP tARN: ILL-
0148) expressed concern that Illinois has
not allowed enough time in its review
process of permit applications to allow
-required public participation and
response. Illinois has the discretion to
establish deadlines for filing permit
applications and revisions, and the
Secretary believes that sufficient time
has been provided for public,
participation.

158. Rule 1771.2i(b)(3) Several
commenters (ARN: ILL-0148, ILL-O169A
and ILL-0169B) suggest deletion of
language in the phrases (suggested,
deletion underscored): "significant
revisions must be submitted 180 days
before" and "Insignificant revisions"
may be approved after review by the
regulatory authority." Further, the
commenter pointed out that the term
"insignificant revision" is not used in the
Federal or State Act. The language of the
Illinois rules is consistent with SMCRA
Section 511(a)(2), which implies that "
insignificant revisions need not be
subject to notice and hearing
requirements.

159. Rule 1771.25(b)(4) CPKC (ARN:
ILL-0169B] suggested clarification of the
term "lands not affected" used in Illinois
Rule 1771.25(b)(4) by adding the phrase
"totally undisturbed by any facet of
mining." The Rule provides permit fee'
credits for fees already paid for permits
issued under the SMCRA Section 502
interim program. This change was

believed to beiheeded because th&
definition of "affected lands" in Part
1701 is vague. Illinois Rule 1771.25(b)(4)
is not inconsistent with SMCRA Section
507(a), which sets only an upper limit on
permit fees.

160. Rule 1776.2 CPKC (ARN: ILL-
0169B) noted that Illinois does not
reference the Federal Act and
regulations in this section. The State has
correctly referenced its own act and
rules and is not required to refer to the
Federal Act or regulations.

161. Rule 1776.11(b) Several
commenters (ARN: ILL-0148, ILL-0170
and ILL-0169B) pointed out that Illinqis
does not require that a notice of intent
to explore and remove less than 250 ton
of coal shall-include a map of the
exploration areas. The Secretary agrees
that this omission makes the Illinois
proposed rule inconsistent with the-
Federal rule.. 162. Rule 1776.12(a)(5) ISP (ARN: ILL-
0148 and ILL-0170) and CPKC [ARN:
ILL-0169BJ pointed out that Illinois Rule
1776.12(a)(5) does not require
applications for coal exploration to
include a coal exploration map with the
detail called for in 30 CFR 776.12(a)(5).
In proposed rules submitted July 30,
1980, Illinois included a map
requirement consistent with the Federal
rule.

163. Rule 1776.13(a) ISP (ARN: ftL-
0148 and ILL-0170) was concerned as to
when the 10 day period for approval of a
permit would commerce. Proposed
Illinois Rule 1776.13(a) submitted July 30,
1980, states that approval shall occur
within 10 days of the close of the public

- comment period. This is consistent with
30 CFR 776.13(a), which requires such
decisions within areasonable time.

164. Rule 1776.12(b)(1) CPKC (ARN:
ILL-0169B) suggested that public notice
of coal exploration permits should be
given as required by proposed Illinois
Rule 1786.11. Proposed Illinois Rule
1776.12(b)(1) is consistent in this regard
with 30 CFR 776.12(b)(1).

165. A commenter (ARN: ILL-0169)
expressed concern that local people will
not be aware of mining permits. In
proposed Rule 1786.11, Illinois provides
for public notice-f permit applications,
-including advertisements in local -
newspaper thatis consistent with 30
CFR 786.11.

166. Rule 1778.14(d). ISP (ARN: ILL-
0148 and ILL-0170) and CPKC (ARIN:
ILL-0169B) stated that proposed Illinois
Rule 1778.14(d), which requires
information about the-applicant's
:financial condition to provide-assurance
that no further forfeiture would occur, is
:not relative to nor needed as compliance
information. This language is consistent
with the Federal regulations..

167. Rule 1778.15(a) Several
commenters (ARN: ILL-0148 and ILL-
0169) suggested that language added in
Illinois Rule-1778.15(a) in which the
Illinois Department of Mines and
Minerals disclaimed liability for
adjudicated right-of-entry problems not
be accepted since this situatiozi is
adequately handled elsewhere in the
State's Act and rules. The added
language does not conflict with Federal
requirements.

168. Rule 1778.19(e) ISP (ARN: ILL-.
0148) suggests adding language to Rule
1778.19(lC) to require that If
grandfathering of prime farmland has
been granted, then the applicant should
include a map showing exempted acres
and a copy of the opinion and order
issued by the regulatory authority.
While the Secretary would not object to
the requirement, the provision is not
required by SMCRA or the Federal
rules.

.169. Rule 1779.6 Commenter (ARN:
ILL-0172) expresbed concern that Illinois
Rule 1779.6 is a "loophole" because It
allows for "predictive information".
based upon "expert opinion
extrapolation" from known data about"similar areas." The Secretary agrees
that the Illinois provision is inconsistent
with the Federal regulations to the
extent it would allow permit applicants
to substitute extrapolations from
information about "similar" areas

I without any testing of the actual area to
be mined.

170. Rule 1779.15(a) A commenter
(ARN: ILL-0172) noted that this section

.adds the term "when applicable" to the
Federal requirement for a description of
groundwater hydrology. The commonter
contends that this makes the Illinois rule
less stringent than the Federal rule. The
Secretary believes that this deficiency
has been corrected in the State's July 30,
1980 proposed rules.

171. Rule 1779.15(c) ISP (ARN: ILL-
0148 and ILL-0170) and another
commenter, (ARN: ILL-0172), were
concerned that the Illinois Rule
1779.15(c), which appears to establish an
exemption where a "significant aquifer"
does not occur, is less stringent than 30
CFR 779.15. The Secretary believes
Illinois Rule 1779.15(c) has been
acceptably modified in the State's July
30, 1980 proposed rules.

172. Rule 1779.16(b)(2)(v) ISP (ARN:
ILL-0148 and ILL-0170) objected to the
omission of "dissolved iron" from the
water quality data specified In rule
1779.16(b)(2)(v). The Secretary believes
this rule has been modified to be
copsistent with 30 CFR 779.16(b)(2)(v) In
the State's July 30, 1980 proposed rules.

173..Rule 1779.20 Several commentors
[ARN: ILL-0148, 111-0170 and ILL-0172)

I I I I I I
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suggested adding new language
regarding fish and wildlife resource
information. Because 30 CFR 779.20,
which pertained to fish and wildlife
resource information, has been
suspended, the Secretary cannot require
any specific standard at present. [In Re.
Permanent Surface Mining Regulation
Litigation, No. 79-1144, February 2.
1980.1

174. Rule 1779.21(a) A commenter
(ARN: ILL-0172) suggested that this
section was inconsistent with 30 CFR
779.21(a). The Illinois rule on soil survey
information tracks the Federal rule and
therefore is consistent with it.

175. Rule 1779.22(a)(1). 1778.22(a)(1),
1816.133(b)(2), and 1817.133(b)(2) CPKC
(ARN: L-0169B) proposed changing
"the anticipated date of beginning the
proposed operation" and "the beginning
of mining" to "the date of acquisition"
for the above sections in order to make
the provisions consistent and provide a
definition of historical use of land. This
change is not required for compliance
with the Federal rules.

176. Rule 1779.24(i) ISP (ARN: I.L-
0170) Stated that "or eligible for which
listing" should be added to Illinois Rule
-1779.24(i) concerning boundaries to be
shown on permit application maps. The
added language is not required fcr
compliance with the Federal rules.

177. Rule 1779.25(k)(4) ISP (ARN: ILL
0148 and 11-0170) commented that the
additional language in Illinois rule
1779.25(k)(4) with regard to slope
measurement techniques is inadequate.
The Secretary agrees that, since Illinois
allows medium intqnsity soil maps or
contoured aerial photos in lieu of
specific slope measurements, the Illinois
proposed rule is inconsistent with the
Federal provision.

178. Rule 1779.27(b)(1) and
1783.27(b)(1) CPKC (ARN: ILL-O69B)
objected that Illinois Rules 1779.27(b)(1)
and 1783.27(b)(1) would negate prime
farmland criteria for mining reclamation
if the land had not been historically
used for cropland. The Secretary
believes that the Illinois provisions
appear consistent with the Federal
regulations.

179. Rule 1779.27(b)(5) Two
commenters (ARN: ILL-0148, ILL-0170
and 1L-0172) objected to the language
in Illinois Rule 1779.27(b)(5) which
would provide an exemption to prime
farmland restoration requirements. The
Secretary believes that Illinois has
corrected this deficiency in its July 30,
1980, proposed rules.

180. Rule 1780.6 Commenter (ARN:
ILL-0172) expressed concern that Illinois
Rule 1780.6 provides a "loophole" in that
the proposed rule allows for "predictive
information" based upon "expert

opinion extrapolation" from known data
about "similar areas." The Secretary
agrees that the Illinois provision is
inconsistent with the Federal regulations
to the extent it would allow permit
applicants to substitute extrapolations
from information abot "similar" areas
without any testing of the actual area to
be mined.

181. Rule 1784.14(a)13) ISP (ARN: ILL-
0171) commented that Illinois cites its
rule 1817.54. The proposed Illinois rules
do not contain a Section 1817.54.
However, 30 CFR 817.54 has been
remanded. [In Re: Permanent Surface
Mining Regulation Litigation, No. 79-
1144; May 16, 19801. Therefore, the
Secretary cannot require the Illinois
rules to contain a corresponding
provision and the reference to Section
1817.54 is in error.

182. Rule 1784.14(b)(2) A commenter
(ARN: ILL-0172) suggests that the "and"
after the second comma should be
changed to "of' in Section 1784.14(b)(2).
which concerns a treatment plan to
protect the hydrologic balance. The
proposed Illinois regulation appears to
be consistent with 30 CFR 784.14(b)(2).

183. Rule 1784.20(c)(4) ISP (ARN: ILL-
0148 and 11,-0170) expressed concern
with the reference to Section 1817.124 in
Illinois Rule 1784.20(c)(4), which
concerns non-cancellable insurance. The
Secretary believes that Illinois has
corrected this deficiency in its July 30,
1980, proposed rules.

184.30 CFR 785 and 823 Several
commenters (ARN: ILL.-0170 and 0260D)
provided suggestions on the re-adoption
of regulations that have been
suspended. [In Re: Permanent Surface
Mining Regulation Litigation No. 79-114,
February 26, 1980 and No. 79-1144, May
16. 19801. These suspended provisions
will not be required for program
approval at this time. Therefore, they do
not provide a basis for the Secretary's
findings at present.

185. Rule 1785.13 CPKC (ARN: ILL-
0169A) appears to express a concern
that an entire county or township
acreage cound be included in
experimental practice. Illinois Rule
1785.13(e)(3), 30 CFR 785.13(e)(3) and
SMCRA Section 711(u) specify that the
experimental practice may be no larger
than is necessary to conduct the
experiment.

186. Rule 1785.13(e)(5)(i) CPKC (ARN:
ILL-169A) suggested additional
language that would allow public
participation in the review process in
the middle of the permit term. While the
Secretary would not object to this
provision, the provision is not required.

187. Rule 1785.17(a) A commenter
(ARN: ILL-0169A and ARN: ILL-170)
noted that Illinois added language "on

which drilling for blasting, blasting, and
overburden removal to the coal seam to
be mined occurs," concerning the scope
of the prime farmlands provisons. The
Secretary believes that Illinois has
corrected this deficiency in its July 30.
1980, proposed rules.

188. Rule 1785.17(a) ISP (ARN: ILL-
0170) suggests that Illinois Rule
1785.17(a) be amended to limit revisions
and renewals to areas already under
permits issued prior to August 3,1977.
and then not include additional land.
The "revision and renewal" language in
Illinois Rule 1785.17(a) appears to be
consistent with SMCRA Section
510(d)(2).

189. Rule 178517(a) Several
commenters (ARN: 111-0148, 11-0169,
ILL-0179 and .11-0182) were concerned
about the implications of Illinois' use of
the term "mining" in the prime
farmlands permit application section.
Proposed Illinois Rule 1785.17(a)
submitted July 30. 1980, refers to
"surface coal mining and reclamation
operations" instead of "mining."
However, while the wording of the
proposed Illinois rule is consistent with
30 CFR 785.17(a), Illinois excludes
surface impacts of underground mining
from its definition of "surface coal
mining and reclamation operations."
rendering Rule 1785.17(a) inconsistent
with the Federal rule.

190. Rule 1785.17(b) and 1823.14(c)
VCI (ARN: HL-M169E) pointed out that
proposed Illinois Rules 1785.17(b) and
1823.14(c) do not require measuring of
the moist bulk density of each major soil
horizon of prime farmland soils as do
the Federal rules. This specific
requirement has ben remanded and the
Secretary cannot require such
provisions at present. 44 FR 77455,
December 31,1979.

191. Rule 178.1(b) (1) CPKC (ARN:
ILL-0169B) suggested that a requirement
for bulk density data be added to the
permit application requirements for
prime farmlands. The Illinois rule tracks
the corresponding Federal rule and,
therefore, the Secretary cannot require
that the State add the suggested
requirement. See also comment 190.

192. Rule 1785.17(b)(3) Commenters
(ARN: 11-0148 and ILL-0169) expressed
concern with the meaning of proposed
Illinois Rule 1785.17(b)(3). which
requires separate stockpiling of topsoil
"from the spoil" on prime farmland. The
language used in this rule is unclear;,
however, the Secretary believes that
Illinois has corrected this deficiency in
its July 30,1980, proposed rules.

193. Rule 1785.17(b)(6). CPKC (ARN:
ILL-O169B) requested that the term
"reasonable time" in proposed Illinois
Rule 1785.17(b)(6) be defined or that
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guidelines be provided. This rule
requires permit applications for prime
farmlands to demonstrate that higher or
equivalent crop yields will be achieved
"within a reasonable time." Illinois' rule
is consistent with the Federal rule, but
appears to be inconsistent with Section
4,02 of the Illinois Administrative
Procedure Act (Ill. Rev. Stat. Chap. 127,
Part 1001), because it fails to include the
standards by which the agency-will
determine what is a reasonable time.

194. Rule 1785.17(b)(7) CPKC (ARN:
ILL-0169A) suggested adding the phrase
"an unmified soil" in determining
current estimated yields for prime
farmlands in proposed Illinois Rule
1785.17(b)(7). This additional language ic
not required in order for the Illinois rule
to be consistent with the Federal
regulations.

195. Rule 1785.17(b)(7) Commenters
(ARN ILL-0148 and ILL-0169) suggested
that the Illinois language regarding the -

determination of estimated yields for
prime farmland is a "state window"
item. The Illinois rule is consistent with,
the Federal provisions.

196. Rule 1785.17(b)(8) Several
commenters (ARN: ILL-0169B and ILL-
0169D) are concerned with the deletion
of target yields as a standard for'
revegetation success in proposed Illinois
Rule 1785.17(b)(7). The Secretary cannot
require that current estimated yields
under a high level of management be
used as the "target" yield for
determining success of revegetation. In
Re: Permanent Surface Mining
Regulation Litigation, No. 79-1144, May
16, 1980. Therefore, the proposed Illinois
rule is consistent with Federal-
requirements.

197. Rule 1785.17(c) ISP (ARN: ILL-
0148 and ILL-0171) stated that language
in the proposed Illinois rule that places
deadlines on the U.S.D.A for
commenting on primefarmland permit
applications should n6t be allowed. The
Federal rule requires-consultation with
the Secretary of Agriculture prior to
issuance of permits for areas including
prime farmlands. To the extent that the
deadline for U.S.D.A comments would
allow the State to make approvals
without the required consultation, the
Illinois rule is inconsistent with SMCRA
and the Federal rules.

198. Rule 1785.17(d)(1) Several
commenters (ARN: ILL-0148, ILL-0182A,
ILL-0169 and ILL-0169E) objected to the
phrase "higher and better use" as an
alternative to cropland as the
postmining and use for prime farmland
in proposed Illinois Rule 1785.17(d)(1).
The Secretary believes that Illinois has
corrected this provision in its July 30,
1980, proposed rules.

199. Rule 1785.17(e)(1)(i) ISP (ARN:
Il1-182AIL.L-O148 and ILL-6150) and
CPKC (fi1-0169B) requested that the
exemption from the prime farmland
standards for surface facilitie and/or
waste piles be stricken from the Illinois
rule. One commenter supported this
exemption. The Secretary believes this
exemption is inconsistent with the
Federal rules, because the Illinois rule
would not clearly allow exemptions only
for surface facilities that are actively
used over exteuided periods and affect a
minimal amount of land.

200. Rule 1785.17(e)(l)fiv) CPKC
(ARN: ILL-0169B) suggested that a
substitution of the term "intends" in
Illinois Rule 1785.17(e)(1)(iv) for the term
"demonstrate" in 30 CFR 785.17 with
regard to best technology available
should not be allowed. Rule 1785.17(e)
concerns exemptions from prime
farmland requirements. It has no
counterpart in the Federal rules, and is
not acceptable. See Comment 199.

201. Rule 1785.17(e)(2) ISP (ARN: ILL-
0182A and ILL-0148) objects to the
exemption from the prime farmland

, requirements-of small irregular farm
units in Illinois Rule 1785.17(e)(2).
Illinois has not included this exemption
in its July 30, 1980, proposed rules.

202. Rule 1786.11(a) ISP (ARN: ILL-
0171) suggests that the newspaper
advertisement of the filing of an
application be made after the regulatory
authority determines that the
application is complete. As the
commenter notes, Rule 1786.11(a) of ihe
proposed Illinois regulations is
consistent with 30 CFR 786,11(a), so that
the State is not required to make the
suggested revision. The present Illinois
proposed regulation would allow the
public to have input in the regulatory
authority's determination on whether
the application was complete.

203. Rule 1786.11(b](4) ISP (ARN: ILL-
0171) suggests that the notice required to
be sent to governmental and other
entities under proposed Illinois Rule
1786.11(c) would not have to indicatb
where comments can be submitted, as
do 30 CFR 786.11(b)(4) and 786.11(c).
Proposed Illinois Rule 1786.11(c),
submitted by'Illinois on June 16, 1980,
includes provisions comparable to those
of 30 CFR 786.11(b) and which the
Secretary believes will ensure that the
entities covered by Rule 1786.11(c) will
know where to submit comments.

204. Rule 786.11(c)-Rule 1786.11[c)
ISP (ARN: ILL-0171) noted that Illinois
Rule 1786.11(c) fails to require that
notice of the filing of a permit
application be sent to all the entities
specified in 30 CFR 786.11(c). As'the
Illinois Attorney General (Vol. 7, p. 49)
notes, the proposed Illinois rule does

specify some specific State agencies that
are to receive notice. However, it does
not ensure that all the entities specified
in 30 CFR 780.11(c) will receive the
proper notice. The Secretary believes
that Illinois has corrected this deficiency
in its July 30, 1980, proposed rules.

205. Rule 1786.11(c) ISP (ARN: ILL-
0148 and 166.0170) suggests that notice
of request for an alternative postmining
land use be included In the notice of the
filing of a permit application set forth In
proposed Illinois Rule 1786.11(c). While
this amendment would not be required
for the rule to comply with 30 CFR
786.11(c), the Secretary agrees that the
change would be beneficial in
combining the notices required by 30
CFR 816.133(c) and 30 CFR 786.11(c).

206. Rule 1786.11(e)(1) ISP (ARN: ILL-
0171) suggests additional language to
proposed Illinois Rule 1786.11, that
would require a revised application to
be treated as if it were a new
application if the revised application Is •
submitted after the notice and filing
required for a new application but prior
to the regulatory authority's decision.
Although such a change would be
beneficial in ensuring public
participation in the permitting process,
the change is not necessary to comply
with 30 CFR 786.11.

207. Rule 1786.11(e)(1) ISP (ARN: ILL-
0170) suggested additional language that
would address public review of changes
made in a permit application after the
steps in proposed Illinois Rule 1786.11
have been taken. The proposed Illinois
rule appears to be consistent with
Federal requirements. a

208. Rule 1786.12(a) ISP (ARN: ILL-
0148) suggests proposed Illinois Rule
1786.12(a) include reference to 17806,11(d)
*hich requires a copy of the complete
application be made available for public
inspection. The Illinois reference
appears to be consistent with the
Federal requirement.

209. Rule 1786.12(a) ISP (ARN: ILL-
0170) suggests that proposed Illinois
Rule 1786.12(a) be amended to Include a
subparagraph (d) to specify who may
make public comments on a permit
application. The commenter Is
particularly concerned that comments
may be made by the County Board or
Commission. The Secretary believes
that proposed Illinois Rule 1786.11(c)
would include the County Board or
Commission under the language "local
governmental bodies" or "such other
agencies as may have an interest."

210. Rule 1786.12(b) ISP (ARN: ILL-
0170) suggests that proposed Illinois
Rule 1786.12(b) be changed to allow the
Interagency Committee 45 days from the
last publication of the newspaper notice
to comment on permit applications,
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instead of 45 days from the first
publication as the rule currently states.
The proposed Illinois rule allows a
reasonable time within which comments
shall be submitted, which is consistent
with 30 CFR 786.12(b).

211. Rules 1786.12(b) and 1786.13(a)
ISP (ARN: IL,-0170) suggests that the
combined effect of proposed Rules
1786.12b) and 1786.13(a) is to require
members of the Interagency Committee
to file objections to a permit application
within 30 days while allowing the
members of the Interagency Committee
45 days to submit comments on the
permit application. The Secretary
cannot agree since the Interagency
Committee's comments are due within
45 days of the first publication of the
newspaper notice and the other
governmental agencies' comments and
objections are due within 30 days of the
last newspaper advertisement. Section
1786.11(a) requires the notice of the
application to be advertised once a
week for four consecutive weeks.
Consequently, it appears that under the
Illinois system, the Interagency
Committee's comments are due several
days before the deadline for filing an
objection to the application.

212. Rule 178&12(c) ISP (ARN: 11L-
0148) suggests that Illinois Rule
1786.12(c) be amended to include the
Interagency Committee as an entity that
would receive a copy of comments so
that the Interagency Committee, in the
commenter's view, could serve more
effectively as a resource for the
regulatory authority. While this change
is not mandated by 30 CFR 786.12(c), the
Secretary would not object to the
revision.

213. Rule 7813-Section 1786.13
CPKC (ARN: 1LL-0619B) suggests
amending proposed Illinois Rule
1786.13(a) to allow "a person with a
valid legal interest" as well as a "person
having an interest which is or may be
adversely affected" to file objections to
a permit application. Proposed Illinois
Rule 1786.13(a) is consistent with the
language of 30 CFR 786.13(a) and the
Secretary cannot require the suggested
additional language. However, the
existing language appears to encompass
the persons with whom the commenter
is concerned.'

214. Rule 1786.13(a) ISP (ARN: ILL-
0171) suggests amending proposed
Illinois Rule 1786.13(a) to require either
that a revised application may not be
accepted after publication of the last
newspaper notice or that the filing of a
revised application would cause the
notice and comment periods to
commence. The Illinois provision is
consistent with the Federal regulation

and the Secretary may not require the
suggested amendment.

215. Rule 1786.13[b)(1) ISP (ARN: ILL-
0148) suggests that Illinois proposed
Rule 1786.13(b)(1) be amended to
include the Interagency Committee as
an entity that would receive any
objections to an application. This would
enable the Interagency Committee, In
the commenter's view, to serve more
effectively as a resource for the
regulatory authority. While this change
is not mandated by 30 CFR 786.13(b)(1),
the Secretary would not object to the
addition.

216. Rule 1786.14(a)(3) ISP (ARN: ILL-
0148) suggests that the informal
conference filing deadline be changed in
Illinois proposed Rule 1786.14(a)(3) from
30 days to 60 days after the last
publication of the newspaper
advertisement. The Illinois provision is
consistent with the Federal rule and the
Secretary may not require the change.

217. Rule 1786.14[b) ISP [ARN: ILL-
0148) suggests that Illinois proposed
Rule 1786.14(b) be amended to change
the time for holding an informal
conference from within 75 days of the
first date of the newspaper notice to
within 90 days of the last date of the
newspaper notice. As the commenter
points out, the present rule may force
the regulatory authority to give two
weeks notice of the hearing and hold the
hearing within 15 days. The regulatory
authority is required, in accordance with
30 CFR 786.14(b), to hold the informal
conference within a reasonable time
following the receipt of the request. The
time set by Illinois is reasonable and the
Secretary cannot mandate the precise
time limit suggested by the commenter.

218. Rule 17814(b)(2) ISP (ARN: ILL-
0148) suggests that Illinois proposed
Rule Section 1786.14(b)(2) be amended
to require notice of an informal
conference two weeks prior to the
informal conference. The Secretary
believes that Illinois has corrected this
provision in its July 30,1980, proposed
rules.

219. Rule 1786.14(c) ISP (ARN: ILL-
0171) suggests that proposed Illinois
Rule 1786.14(c) is inconsistent with the
Federal regulation because it allows a
person who has not requested an
informal conference to force the
cancellation of an informal conference
requested by another person. The
Secretary agrees that the proposed
Illinois rule is inconsistent with SMCRA
Section 513(b), which requires that an
informal conference shall be held on a
permit application upon request and
may be cancelled only if all parties to
the informal conference agree.

220. Rule 1786.15 ISP (ARN: ILL-0171)
noted that the proposed Illinois rule

does not contain a provision for
procedures to maintain confidential
information in the permit application, as
required by 30 CFR 786.15(b). The
Secretary agrees that the proposed
Illinois rule should be revised to clarify
that such information may be kept
confidential.

221. Rule 1786.16. CPKC (ARN: ILL-
0160A) suggests that Illinois amend
proposed Illinois Rule 1786.16 to prohibit
the State from considering new material
unless parties are allowed 28 days to
review and comment on the new
material. While the Secretary would not
object to this provision, the change
would not be mandated.

222. Rule 1786.16. CPKC (ARN: ILL-
0169A) suggests a change in the
designation of "(4)" to "(g)" on page 147
In proposed Illinois Rule 1786.16
concerning opportunity for public
hearing. The Section appears to be
correctly numbered.

223. Rule 1786.16(a). ISP (ARN: ILL-
0148) suggests that proposed Illinois
Rule Section 1786.16(a) be amended to
require that a public hearing be
requested within 95 days after the last
newspaper notice rather than 80 days
after the first newspaper notice. This
suggestion would be beneficial in
allowing the public time to consider
whether a hearing may be necessary
and the regulatory authority time to
schedule the hearing. However, the
change is not required by SMCRA.

224. Rule 178616(a). CPKC (ARN: ILL-
016GB) suggests that proposed Illinois
Rule 1786.16(a) be amended to allow a"person having an interest which is or
may be adversely affected" (defined in
proposed Rule 1701.5) instead of an
"interested person" (undefined) request
a public hearing. The amendment might
clarify the intent of the Illinois provision
but will not be required.

225. Rule 1786.16(c). CPKC (ARN: ILL-
0169 A and B) suggests an amendment
that would prohibit a state employee, a
person who has been employed by the
State for more than five years, or a
person employed by or representing a
coal company for more than five years
from being the hearing officer at a public
hearing on a permit application. Further,
the amendment would require the
hearing officer to be an attorney.
SMCRA contains no provisions for
public hearings on permit applications
and no provisions similar to those
suggested limiting the persons who may
preside at public hearings. Therefore the
suggested amendments may not be
required.

226. Rule 1786.16(c). CPKC (ARN: ILL-
016GB) suggests amending Illinois Rule
1786.16(c) to give the hearing officer the
power to subpoena witnesses. SMCRA
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does not provide for public hearings on
permit applications, so the Secretary
may not prescribe the powers of hearing,
officers presiding at such hearings.

227. Rule 1786.16(f). ISP (ARN: ILL-
0170] suggests amending this section to
require the permit applicant to respond
to questions on information in the
application or on the proposed operation
and to requirethe regulatory authority
to exclude the information from
consideration if the applicant fails to
respond. Such an amendnment is not
required by SMCRA.

228. Rule 1786.16(f)(2). CPKC (ARN:
ILL-0169 A and B) suggests the addition
of language to proposed Illinois Rule
1786.16(f)(2) that would include the right
to call and cross-examine witnesses in
the same manner allowed by Section 60
of the Illinois Civil Practice Act. Such an
amendment is not required by SMCRA.

229. Rule 1786.16(f)(5). CPKC (ARN:
ILL-0169B) suggests the amendment of
Illinois Rule 1786.16(f)(5), concerning
objections to rulings, to change the
phrase "interested person" to the phrase
"person having an interest * *," which
is defined in proposed Illinois regulation
1701.5. The suggested change would be
consistent with Illinois definitions4,

however, it-will not be required.
230. Rule 1786.16(f)(5). CPKC (ARN:

ILL--0169 A and B) suggests the
amendment of proposed Illinois Rule
1786.16(f)(5) to delete the prohibition of
an interlocutory appeal from a hearing
officer's ruling. The suggested change is
a matter to be determined pi'rsuant to
the Illinois Administrative Procedure
Act, and thus would not be mandated.

231. Rule 1786.16(g) (4). CPKC (ARN:
ILL-0169 A and B) siqgiests the deletion
of the phrase "nor submitted to the
regulatory authority pursuant to the
State Act and these regulations in a
situation where no hearing is held" and
the addition of language that would
allow a 28 day comment period. Since
SMCRA contains no provisions for
public hearings on permit pplcations,
these changes will not be mandated.

232. Ru7e 1786.17.'ISP (ARN: ILL-0171)
notes that the Illinois regulation fails to
implement 30 CFR 786.17(a)(2). Although
this section was not specifically
remanded, the section requires the
regulatory authority to determine the
adequacy of fish and wildlife plans.
Regulations requiring the permit
application to contain these plans have
been remanded. In Re: Permanent
Surface Mining Regulation-Litigation.
No. 79-1144, February 26, 1980.
Consequently, Illinois need not
incorporate this provision at this time.

233. 'Rule 1786.17(a). ISP (ARN: ILL-
0170) suggests additional language to
prohibit the regulatory authority from

considering in its review of a permit
application information that is not
included in a hearing record, unless the
information is an internal staff review.
Although this addition would be
consistent with the public participation
intent of SMCRA, proposed Illinois Rule
1786.19 would require the regulatory
authority to document in its decision on
permit approval information otherwise
available that is not included in the
application but which forms a basis for
the decision. If the information is not
supportive of the decision, then a person
with an interest which is or may be
adversely affected may request a
hearing pursuant to proposed Illinois
Rule 1787.

234. Rule 1786.19. CPKC (ARN: ILL-
0169A and B) and (fLL-0171) suggests
amending proposed Illinois Rule 1786.19
to require that documents or information
on which a permit decision is based be
in the record before-the Department
with "regard to the specific application."
The Secretary finds that the Illinois
language appears to be consistent with
30 CFR 786.19. The documentation of a
permit decision is required to be part of
the record and is, except for those items
that are treated as confidential under
SMCRA and the regulations, available
to the-public. 30 CFR 786.19 merely
requires that the regulatory authority
identify with some specificity the
documentation of the permit decision
that is not a part of the permit
application itself.

235. Rule 1786.19(e). ISP (ARN: ILL-
0148 and IL-0170) suggests amending
proposed Illinois Rule 1786.19(e) to make
the section cover both privately-owned
place's and places eligible for listing in
the National Register of Historic Places.
The Secretary agrees that proposedRule
1786.19(e) is inconsistent with 30 CFR
786.19(e) to the extent it does not cover
privately-owned places included in the
National Register of Historic Places.
However, the Secretary may not require
the rule to cover places eligible for
listing on the Register. See Comment
135.

236. Rule 1786.19(p). ISP_(ARN: ILL-
0148 and IU-0170) suggests several
changes to proposed iliiiois Rule
1786.19(p ) for clarity.'This provision
concerns criteria for permit approval or
denial. While the Secretary believes that
the changes would clarify the intent of
the section, the changes would not be
required, since the Illinois provision
concerns review by the Interagency
Committee and is not inconsistent with
the Federal rules

237. Rule 1786.23(b)(1). ISP (ARN:
IL--0148) suggests that the reference to
Section 1771.13 be amended to 1771.11,
because there ii-no Section 1771.13 in

the Illinois Rule. The Secretary agrees
with this suggestion.

238. Rule 1786.23(b](2) (li. ISP
(ARN: ILL-0148-Ill-0170) suggests
amending proposed Illinois Rule
1786.23(b)(2)(iii) so that the time within

'which a decision must be made Is the
same Whether or not an informal
conference has been held, The Illinois
provision sets up reasonable time limits
which are consistent with 30 CFR
786.23(b)(2)(ii).

239. Rule 1786.23(c). ISP (ARN: ILL-
0171) points out that If an interested
party requests a public hearing pursuant
to Section 1780.16 of the proposed
Illinois regulations, the person would,
not receive notice of the permit decision
under proposed Illinois Rule 1786.23(c).
However, parties to the public hearing
on the application would be notified of
the permit decision as persons who filed
written objections or comments under
proposed Rule 1786.23(e), which Is
consistent with 30 CFR 780.23(e).

240. Rule 1786.23(d). ISP (ARN: ILL-
0171) suggests that proposed Illinois
Rule 786.23(d) be changed to clarify that
the applicantmust modify the permit
rather than the regulatory authority. The
Illinois provision is consistent with 30
CFR 780.23(d).

241. Rule 1786.25(d). iSP (ARN: ILL-
0170) suggests that an additional section
be "added to prohibit the commencement
of the operation prior to the running of
the time to appeal the regulatory
authority's permit decision. SMCRA
Section 514(d) requires that granting of
stays of permit decisions is
discretionary. Proposed Illinois Rule
1787.11(2) is consistent with 30 CFR
787.11(b)(2) in Implementing SMCRA
Section 514(d).

242. Rule 1786.27. CPKC (ARN: ILL-
0169A) suggests the addition of Section
(d) to this sub-part which addresses the
30 day administrative review record.
The Secretary does not have the
authority to require such language since
it does not appear in the Federal rules.

243. Rule 1786.27. The commenter
(ARN: ILL-0169A) suggests that no
operation should commence until the
time for appeal has run. See Comment
241.

244. Rule 1786.27(b)(2) ISP (ARN: ILL-
0170) notes correctly that Section
1786.27(b)(2) of the proposed Illinois
rules concerning right of entry refers to
Part 1842, which is-not in the state
regulations. The reference should be
deleted.

245.-Rule 1786.29 CPKC (ARN: 0109B
and ILL-1069A) suggested "an appeal"
be added to this section heading,
"Conditions of permits: Environment,
public health, and safety." While the
Secretary would not object to this
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change, the change will not be
mandated, since the suggested language
does not appear in the Federal rules.

246. Rule 786.29--Ftk 1786.29 CPKC
(ARN: ILL-0189BI suggests addition of a
paragraph to proposed Illinois Rule
1786.29 to proibit the commencement of
an operation uWil the expiration of the
time to appeal the decision. See
Comment 241.

247. Rule 1787 ISP (ARN: ID-0171)
notes that Part 1787 of the Illinois
regulations concerning administrative
and judicial review of permit decisions
does not contain procedures
substantively similar to those contained
in 43 CFR Part 4, which provide for
public participation in the enforcement
of the state program. The Secretary
agrees that the Illinois submission does
not contain provisions for public
participation in the enforcement of the
state program comparable to those in 43
CFR Part 4.

248. Rule 178711(2) A commenter
suggests the deletion of the provisions
for temporary relief on decisions of and
failures to act by the regulatory
authority. The Illinois provision is
consistent with 30 CFR 787.11(b)(2) and
need not be changed.

249. Ride 1787.11 CPKC (ARN: ILL-
0169AJ suggests new language that
would postpone the date on which
mining may commence where public
comment is involved and also suggests
reordering this section. This new
language cannot be required since these
requirements are not found in the
Federal rules.

250, Rude 787.11(b)(2)(i-iv)-Section
1787.1f(2Yfi-iYJ CPKC (ARN. IL-M,69B)
suggests that proposed Illinois
regulation 1787.11(2)(i-iv) be amended
by striking the paragraph and adding
language that would prohibit the
commencement of the operation until
after the decision on the appeal has
been reached. Section 1787.11(2)(i-iv] of
the Illinois regulations is consistent with
30 CFR 787.11 and need not be changed.
See Comment 241.

251. Rule 787.12-Section 1787.12 The
commenters (ARN: ILL-0169A and ]L-
0182) believe that the judicial review
provisions in proposed IMlinois Rule
1787.12 require clarification. The Illinois
regulabisit is consistent with 30 CFR
787.12 and need not be changed.

252. Rzde 178&12 ISP (ARN: ILL-0170)
suggested that Illinois should add the
requirement that a change in a
monitoring plan approved under a
permit should require a permit revision
to insure public participation. Since this
requirement is not contained in 30 CFR
788.12 it cannot be mandated.

253. Rule 1V88.12(a)(1) ISP CARN ILL-
0171) objected to proposed Illinois Rule

1788.12(a)(I) regarding "significant
departure" for which a permit revision
would be required. The Secretary
believes that the July 3X 198 proposed
Illinois rules are consistent with the
Federal rules in this respect.

254 Rule 17812(b) ISP (ARN: ILL-
0182A) suggested that "application for
permit revision" be changed to
"applications" in order to insure clarity.
The Secretary would not object to the
change, but will not mandate it since it
is not required by the Federal rule.

256. Rule 178.2(c) ISP (ARN: ILL-
0170) commented that an application for
revision of a permit should not be
approved unless the regulatory authority
finds that reclamation required by the
State Act can be accomplished under
the revised plan. The Illinois rule is
consistent with 30 CFR 788.12(c) and
need not be changed.

256. Rule 178&12(d) (ARN: ILL..82A)
A commenter suggested changing the
term incidental boundary "changes" to
"revisions" in keeping with the Federal
rule. The language substitution by
Illinois does not render the provision
inconsistent with 30 CFR 788.12(d).

257. Rule 1788.12(d) ISP (ARN: ILL-
0182A) suggests an alternative to the
proportional acreage criterian that are
used to describe incidental boundary
changes in proposed Illinois Rule
1788.12(d) concerning permit revisions.
The Secretary believes the criteria used
by the State are acceptable.

258. Rule 178.12(e) ISP (ARN: ILL-.
0170) commented that proposed Illinois
Rule 1788.12(e) has been misplaced and
should be included as part of Rule
1788.17, which covers the general
requirements for the transfer.
assignment. or sale of permit rights. The
Secretary believes that the arrangement
of the State's rules is acceptable.

259. Rule 1788.12(fW ISP (ARN: ILL-
0179 and ILL-0182A) objected that the
proposed Illinois rule, which provides
that determinations of what constitutes
a "significant departure" requiring a
permit revision shall be made by the
regulatory authority in consultation with
the permittee, allows decisions "behind
closed doors." However, SMCRA
Section 511(a)(2) does not require public
participation in non-significant revisions
in a mining operation.

260. Rule 1788.13 CPKC (ARN: ILL-
0169A) suggests that additional language
that would require the submission of
permit revision applications 180 days
prior to expected commencement of the
revised operations in order to allow for
public hearings. The Illinois language is
consistent with 30 CFR 788.13 and need
not be altered.

261. Ride 180.5 CPKC (ARN: ILL-
0169B) stated that the requirement that a

self-bond" be executedby the permittee
has been deleted from the definition of"self-bond' in proposed Illinois Rule
1800.5. Illinois used the definition of self-
bond in proposed amendments to the
Federal bonding regulations published
January 24,1980. This language was
changed in final amended Federal
bonding regulations published August 6,
1980 (45 FR 52306-52324]. illinois has
been advised that its proposed rules
should be modified in accordance with
the new Federal rule. See Finding 19.

262. Rule 1800.11(b)(ii) and (iii) CPKC
(ARN: L,-0169B) noted that proposed
Illinois Rules 1800.11(b)(1)ii) and (iii]
provide too many possibilities
concerning the requirement to file a
bond. The provisions appear to be
consistent with 30 CFR 800.11(b)(ii) and
(iii).

283. Rule 1800.l1(b)(2) CPKC (ARN:
ILL-O189B) noted that Illinois added
language at Section 1800.U(b)(2)
providing that the regulatory authority
shall determine the bond amount in
accordance with Parts 1805 and 1806.
The commenter suggested that the
regulatory authority should "approve"
but not "determine" the bond amount
and that 1805 and 1806 are poorly stated
and do not match the Federal
Regulations. Parts 805 and 806 were
amended in final Federal regulations
published August 6,1980. The regulatory
authority shall determine (not approve]
the bond amount under 30 CFR W0.11.
Illinois has been advised that
modification of the proposed Illinois
regulations should be made so
provisions are consistent with the
amended Federal provisions. See
Finding 19.

264. Rule 18a13(b)(1) CPKC (ARN:
ILL-0169B) suggested that the reference
to Section 1816.116 and 1817.116 in
Section 1805.13(b)(1) of the June 1, 1980
proposed Illinois regulations should be
changed to add the term "revised"
Sections 1816.116 and 1817.116. In final
Federal regulations published on August
6,1980, concerning the period of liability
under 30 CFR 806.13b](1). all references
to 30 CFR 816.116 and 817.116 have been
deleted. See Finding 19.

285. Rule 1805.13[b(3) CPKC (ARN:
ILL-OleB) suggested that Section
1 0S.13(b)(3) of the proposed Illinois
regulations of June 16, 1980, concerning
approved selected husbandry practices,
be omittedThis provision tracks the
Federal regulation proposed for
amendment January 24, 1980. However,
after public comment, changes were
made to the proposed rule. The final
rule, 30 CFR 805.13(b)[3), was published
reflecting these changes on August 6,
1980. See Finding 19.
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266. Rule 1805.13(c), (c)(1) and (c)(2)
CPKC (ARN: ILL.O169B) suggested that
proposed Illinois Rules 1805.13(c)(1) and
(2) concerning period of bond liability
should be deleted from the June 16,1980,
proposed Illinois regulations. This
language tracks the proposed
amendments to Federal regulations
published on January 24, 1980. However,
because of public comment, changes
were made to these prdposed Federal
regulations. These changes are reflected
in the final Federal regulations -
published August 6. 1980. See Finding 19.

267. Rule 1805.13(d) CPKC (ARN: ILL-
0169B) stated that Section 1805.13(d) of
the June 16, 1980, proposed Illinois
regulations concerning the period of
bond liability, should refer to "revised"
Section 1816.133 rather than Section
1816.133, Illinois is being advised that
Section 1816.133 concerning post mining
land use is inconsistent with 30 CFR
1816.133.

268. Rule 1806.12(d) CPKC (ARN: ILL-
0169B) suggested that Section 1806.12(d)
of the June 16, 1980, proposed Illinois
regulations concerning terms and
conditions of bonds should refer to
"revised" Section 1805.13 rather than
section 1805.13 because the referenced
section is a poor regulation. The Federal
counterpart, 30 CFR 805.13, has been
revised. See Finding 19. '

269. Rule 1808.12(e)(1) CPKC (ARN:
ILL-0169B] noted that, whereas 30 CFR
806.12(e)(1) requires the surety to give at
least a sixty day notice to the permittee
and the regulatory authority of the intent-
to cancel, Section 1806.12(e](1) (June 16,
1980 proposed regulations) requires 90
days notice.

Since the provision concerns effective
bond cancellation on lands not
disturbed, the additional 30 days does-
not make the Illinois provision
inconsistent with the Federal rule. The
required minimum notice time of 60 days
stated-in the Federal rule is satisfied'By
the changed 90 day requirement of the
Illinois rule.

270. Rule 1806.12(e)(1) CPKC (ARN:
ILL-0169B) suggested that the language
"may allow continuation of mining
operations on land for which bond is
cancelled" be omitted from Section
1806.12(e)(1) of the June 16, 1980, Illinois
proposed regulations. This provision
concerns allowing operations to
continue where the bond has been
cancelled, but a replacement bond has
been filed. The comparable language in
the Federal provision at 30 CFR
806.12(e)(1) is: the regulatory authority
"may approve such cancellation". Thus,
the Illinois language is consistent with,
the Federal provision.

271. Rule 1806.12(e)(1), CPKC (ARN:
ILL-0169B) noted that Section -

806.12(e)(1) of the June 16, 1980,
proposed Illinois regulations concerning
terns and conditions of bonds should
refer to "revised" Part 1805 rather than
Part 1805 because this Part does not
track the Federal regulations. The
Federal counterpart (30 CFR 805) has
been revised. See Finding 19.

272. Rule 1806.12(e)(6)(iii) CPKC
(ARN: I-0169) suggested that
1805.12(e)6X)(iii) of the June 16,1980,
proposed Illinois regulations be revised
to provide for immediate cessation of
operations upon insolvency of the surety
so that Illinois will not allow mining to
continue while bonds are in violation.
Illinois has drafted the proposed
regulation in accordance with 30 CFR
806.12(e)(6)(iii) published on August. 6,
1980. The Illinois provision is consistent
with the Federal regulation.

273. Rule 1806.12(m(1) CPKC (ARN:
ILL-0169B) pointed out that in
1806.12(f)(1) of the June 16,1980, Illinois
proposed regulations, the regulatory
authority must obtain possession of
certificates of deposit deposited by the
applicant whereas 30 CFR 806.12(f)(1)
does not require this possession. The
additional requirement of the Illinois
provision is not inconsistent with the
Federal requirements, and is thus
satisfactory.

274. Rule 1806.12()(6) CPKC (ARN:
ILL-0169B] pointed out that at
1806.12(f)(6) of the June 16,1980, Illinois'
proposed regulatibns, Illinois -added a
provision not found in 30 CFR 806,12(f).
Illinois provides that any assignment or
pledge of collateral supporting a
collateral bond will be void and will
provide grounds for immediate forfeiture
of the repledged collateral. This added
language provides additional protection
to the regulatory authority. The Illinois
proposed rule is n6t inconsistent with
the Federal rule and is thus acceptable.

275. Rule 1806.12(g)(7)(iii) CPKC
(ARN: ILL-0169B) noted that
1806.12(g)(7)(iii) of the June 16,1980;
proposed Illinois regulations should be
revised to provide for immediate
cessation of operations upon the
insolvency of a surety bank so that
Illinois will not allow mining to continue
is spite of violations. In 30 CFR
805.12(gJ(7)(iii) of final Federal
regulations published August 6, 1980, a
reasonable period is allowed to replace
bond coverage, not to exceed 90 days.
Since Illinois allows 30 days, the state
provision is consistent with the Federal
provision.

276-. Rule 1806.12(h) CPKC (ARN: ILL-
0169B) suggested thdL since 1806.12(h) of
the proposed Illinois regulations of June
16, 1980, has no counterpart in the,
Federal regulations, this subsection
'should be omitted.The counterpart to

this provision concerning property
posted as collateral is contained In now
Federal regulations published August O,
1980, at 30 CFR 806.12(h),.

278. Rule 1806.13 CPKC (ARN: ILL-
0169B) pointed out that Section 1800.13
of the proposed June 16, 1980, Illinois
regulations should be omitted because It
has no counterpart in the Federal rule,
The counterpart to this provision
concerning escrow bonding is found In
new Federal regulations published
August 6, 1980 at 30 CFR 806.13.

279. Rule 1806.14 CPKC (ARN: ILL-
0169B] suggested that the Illinois
provision concerning self-bonding
contained in Section 1806.14 of the June
16,1980, proposed regulations be
omitted because it has no counterpart In
the Federal rule. The Federal provision
on self-bonding, 30 CFR 800.14, was
published August 6, 1980.

280. Rule 1807.12(a) CPKC (ARN: ILL-
0169B1 pointed out that in the Illinois
provision concerning the criteria and
schedule for bond release, 1807.12(a) of
the proposed June 16, 1980, regulations,
the word "may" is used instead of
"shall" concerning rerease by the
regulatory authority of a portion of bond
liability. The language used by Illinois Is
the same as used in 30 CFR 807.12(a)
published August 6,1980.

281. Rule 1807.12(b) CPKC (ARN: ILL-
0169B) noted that the Illinois provision
concerning the criteria and schedule for
release of performance bond, 1807.121b)
of the June 16, 1980, proposed
regulations, omits the formula for
calculating bond release.,Although this
formula was contained in the Federal
regulation of March 13, 1979, It is
omitted in the final regulations
published August 6, 1980, 30 CFR
807.12(b). Therefore, the Illinois rule Is
acceptable. See Finding 19,

282. Rule 1807.12(c) CPKC (ARN: ILL-
0169B) noted that the Illinois provision
concerning criteria and schedule for
bondrelease at Section 1807.12(c) of the
June 16, 1980 proposed regulations
should be changed to correspond to the
Federal provision. 30 CFR 807.12(c) hits
been modified in final regulations
published Auguit 6,1980. See Finding 19.

283. Rule 1807.12(d) CPKC (ARN: ILL-
0169B) stated that the Illinois rule on
criteria and schedule for bond release at
Section 1807.12(d)(3) of the June 16, 1980,
proposed regulations, should add the
word "revised" before Sections 1816.110,
1816.133, 1817,116, 1817.133,
1816.166(b)(3)(iii) and 1817.116(b)(3)(11),

- Illinois is being advised that proposed
Sections 1816.116 and 1817.116
concerning revegetation performance
standards ahd 1816,133 and 1817,133
concerning postmining land use are
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inconsistent with the Federal
regulations.

284. Rule 1808.11(d) CPKC (ARN: ILL-
0169B) asserts that the Illinois provision
concerning bond forfeiture criteria and
procedures, Section 1808.11(d) of the
June 16, 1980, proposed regulations,
should be modified.

The language "any operator against
whom forfeiture proceedings have been
required shall not be issued a permit for
further mining in Illinois unless he
provides additional assurances
satisfactory to the Department that such
procedure will not again become
necessary" should be changed to delete
the underlined portion. Although this
language is.not contained in the Federal
rule, it provides additional protection for
the regulatory authority and is thus
acceptable.

285. Rule 1808.12(c) CPKC (ARN: H,-
0169B) pointed out that the Illinois
provision concerning bond forfeiture
procedure at Section 1808.12(c) of the
June 16,1980, proposed regulations
omits the phrase "with respect to
protection of the hydrologic balance."
This omission is consistent with 30 CFR
808.12(c) of the Federal regulations
published August 6, 1980.

286. Rule 1808.13(a)(3) CPKC (ARN:
IL,-069B) suggested that the Illinois
bond forfeiture criteria be revised to
delete the language allowing the
operator to prevent forfeiture when his
bond is revoked so long as reclamation
work is diligently and satisfactorily
being performed. The Illinois language is
the same as Federal language in 30 CFR
808.13(a](3) published August 6,1980,
and is, therefore, acceptable.

287. Rule 1808.14 CPKC (ARN: ILL-
0169B) pointed out that the Illinois
provision on determination of bond
forfeiture amount, Section 1808.14 of the
June 16, 1980, proposed regulations,
provides for the bond funds remaining
after completion of reclamation to be
returned to the operator who submitted
the bond. The Secretary finds that this
language is in accordance with the
Court opinion [In Re. Permanent Surface
Mning Regulation Litigation, No. 79-
1144, February 26, 19801 in which 30 CFR
808.14(b) was remanded because it
allowed the regulatory authority to
retain forfeited bond money -
unnecessary for costs and
administrative expenses associated with
reclamation.

288. Rule 1816.22(a) ISP (ARN: ILL-'
0148 and IlM-01170) objected to the
proposed Illinois rule, which exempted
"small disturbances" from the topsoil
removal requirements. Illinois has
deleted this exemption in its July 30,
1980, proposed rules.

289. Rule 1816.22(c) ISP (ARN: ILL-
0148 and M1-0170) objected to the Illinois
exemption from the topsoiling
requirements of previously mined land
and land disturbed by other activities.
The Secretary believes that Illinois has

,corrected this deficiency in its July 30,
1980 proposed rules.

290. Rule 1816.24(c) and 181Z24(c)
Several commenters (ARN: ILL-0148,
ILL-0169A and II-0170) objected to
Ilinois' exemption from the topsoil
redistribution requirements where
inconsistent with the approved past
mining use or where it would create
unsafe conditions. The Secretary
believes that the proposed Illinois rules
submitted July 30,1980, have corrected
this problem.

291. Rule 181&48(c) CPKC (ARN: ILL-
0169B) pointed out that, through a
typographical error the sentence
'Temporary storage of the spoil may be
approved by the regulatory authority"
has been repeated unnecessarily. The
Secretary agrees. Illinois has corrected
this in its July 30, 1980, proposed
regulations.

292. A commenter (ARN: ILL-0179)
expressed concern that strip mining cuts
have served as water supplies and these
impoundments should not be destroyed.
Sections 1816.49 and 1817.49 of the
proposed Illinois rules allow permanent
impoundments to be authorized by the
regulatory authority in limited
circumstances if properly designed,
constructed and maintained.

293. Rule 181649. CPKC (ARN: ILL-
0169B) requested clarification as to
whether 30 CFR 816.49(c) requires that
perimeter slopes of impoundments shall
not be steeper than 1v'2h or 2v:lh. The
Federal rule has been misprinted and
should read lv:2h.)

294. Rule 1818.49(c). CPKC (ARN:
ILL-0169B) objected that the Illinois rule
concerning perimeter slopes of
impoundments is inconsistent with the
Federal rule. The Federal rule requires
that perimeter slopes of excavations
that will impound water during or after
mining shall not exceed lv:2h. The
proposed Illinois rule would require that
these slopes not exceed the angle of
repose and would not require topsoil
replacement on these slopes. The
proposed Illinois standard is not
consistent with the Federal rules.

295. Rule 1818.82. ISP (ARN: ILL-
0170) expressed a need for procedures
for determining what constitutes an
acceptable pre-blast survey. Proposed
Rule 1816.62 concerning pre-blast
surveys provides acceptable guidelines
as to content and purpose of these
surveys.

296. Rule 1816.62(a). ISP (ARN: ILL-
0170) objected to the language that

would require a person who makes a
request for a pre-blasting survey to the
regulatory authority to also make the
request to the person conducting the
surface mining activities. The Secretary
believes such a requirement is
consistent with Section 515(b)(15)(E).

297. Rule 181862(b](). ISP (ARN:
ILL-0148) expressed concern about the
addition of "one time" regarding the
conducting of a requested pre-blasting
condition survey in the Illinois rule. The
Federal rule does not address this
specific requirement but the singular
"survey" is used therein. Therefore, the
"one time" limitation found in the
Illinois language is consistent with the
Federal rule.

298. Rule 1816.62(b)(2)(i). ISP (ARN:
IL,-0148) objected to the proposed
Illinois rule because it would allow
blasting to commence prior to
completion of the pre-blasting survey
under certain conditions. The proposed
Illinois rule would allow this to occur
only where 60 days' notice of intent to
conduct blasting has been given the
public and the request for the survey is
made less than 30 days prior to the
scheduled commencement of blasting.
The rule also would require the notice of
Intent to include instructions on how to
request a survey and state that blasting
may commence prior to completion of
the survey unless the request is made at
least 30 days prior to the scheduled
commencement of blasting. The
proposed Illinois rule is a reasonable
accommodation of the SMCRA
requirement that pre-blasting surveys
should be made upon request and the
need to avoid delays caused by requests
for pre-blasting surveys made soon
before the scheduled commencement of
blasting.

299. Rule 1816.62(b)(2)(iii). ISP
(ARN: IL-0148) suggests rewriting of
Section 1816.62(b)(2)(iii] of the Illinois
rules to clarify the instruction on how to
request a pre-blasting survey. This
provision is not required by or
inconsistent with the Federal rule. The
commenter may wish to suggest to the
State how such information is to be
presented. See. Comment 298.

300. Rule 1816.62(d). Two
commenters (ARN: ILL-0148 and ILL
0179] suggested additional language
concerning requestor's objections-to
findings of the pre-blasting survey.
While this language may be helpful, the
Federal rule does not require this and a
State is not required to provide
standards beyond those in the Federal
rules.

301. Rule 1816.64(a)(1). ISP (ARN:
IL,-0148) suggested additional language
what would specify the graphic
requirements of a published blasting
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schedule. This information goes beyond
the Federal rule requirement and will
not be required of the State.

302. Rule 1816.64(a)(2). ISP (ARN:
ILL-0148) suggests clarification of
additional language in the Illinois rule
regarding who is eligible for a pre-
blasting survey. The language at'issue is
not found in the Federal rule and is
consistent with, the Federal
requirements..

303. Rule 1816.64(a)(3). ISP (ARN:
ILL-0148) objected to the variance
which would permit the firing of small
confined charges in-coal seams at times
other than those scheduled. The
Secretary believes this variance is
inconsistent with 30 CFR 816.64(a)(1) to
the extent it would allow-a variance for
blasts that use more than five pounds of
explosives or blasting agent

304 Rule 1816.64(a)(3) ISP (ARN: ILL-
0170) has offered additional language to
modify the coal seam blasting
provisions. The'Secretary cannot require
a State to adopt provisions more
stringent than the Federal rules.

305 Rule 1816.65(e)[4) and Section
1816.67(c) IPS (ARN: ILL-0148 and ILL-
0170) suggested additionallahguage that
introduces a process for making
discretionary determinations of air'blast
measuremeits. Such a process would go
beyond the Secretary's requirements.

306 Rule 816.65(f) One commenter
(ARN: ILL-0179) expressed'concern that
homes should be protected from blasting
effects no matter how far away they are
from the blasting operation. 30 CFR
810.65(f) has been.remanded, InRe:
Permanent Surface Mining Regulation
Litigation, No. 79-1144, May 16, 1980,
insofar as it restricts blasting at
distances greater than 300 feet.

307. Rule 1816.65(h)-Section 816.65(i)
in Federal rule ISP (ARN: ILL-0148 and
ILL-0170] offered additional language to
this section thatwould require timely
and discretionary determinatioji to.
reduce peak particle velocity standaids
allowable. This determination is not
required in the Federal rule and the
Secretary cannot require this of a State.

308. Rule 1816.65(i)[3) ISP (ARN: ILL-
0148) stated that additional language in
the Illinois rule regarding strudtures
leased by the person conducting the
mining operation porvided a variance to
the Federal rule of 30 CFR 816.651)
because the maximum peak particle
velocity standards will not apply.The
Secretary finds this language acceptable
as long as a written waiver by the -

owner and occupantis obtained:
' 309. Rule 1816.65(1) ISP (ARN: ILL-

0148) proposed additional language,
taken from the interim program, which
prohibits blasting within 1000 feet and
500 feet of structures and utility

facilities. 30 CFR 816.65(f) has been
remanded, In Re: Permanent surface
Mining Regulation Litigation, No. 79-
1144 May 16, 1980, insofar as it restricts
blasting at -distances greater than 300
feet. The Federal rule cannot be required
at this time.

310. Rule 1816.67(b) ISP (ARN: Il-
0148) has suggested adding language to
the Illinois rule that would require
termination of the use of a modified
equation for peak.particle volocity if one
inch per second is exceeded. The
language is not contained in the Federal
rule and cannot be required.

311. Rule 1816.67(b) The commenter
(ARN: ILL-0179) has suggested changes
to the Illinois rule that is now consistent
with the Federal rule concerning
seismographid measurements. The State
is not required to adopt rules different
from the requirements of the Federal
rules.

312. Rule 1816.71(g)(2), (a)(3) ISP
(ARN: ILL-048) and CPKC (ARN: 1I1-
0169B) suggested both subsections
dealing with box-cut spoils and direct
cast spoil be deleted. The Secretary
agrees. These Illinois provisions provide
a variance inconsistent with theFederal
rule.

313,Rule 1816.83 CPKC (ARN: ILL-
0169B) commented that the Illinois
provision concerning coal processing
waste banks is inconsistent with the
Federal rule. The Secretary agrees that
the proposed Illinois rule is less
stringent than the Federal rule. In
particular, the Illinois rule does not
create a presumption that an underdrain
will be builL

314. Rule 1816.85(c)(2) CPKC (ARN:
ILL-0169B) objected to the Illinois
variance regarding compacting coal
waste'banks "to the extent necessary."
the language was deleted from proposed
rules submitted July 30, 1980.

315. Rule 1816.86 CPKC (ARN: ILL-
0169B) pointed out that Illinois omits
this section which provides for burning
of processing waste. The section was
added to the Illinois proposed
regulations submitted on July 30, 1980.

316. A commenter (ARN: ILL-0179)
expressed concern as to whether there
is anyway to enforce dust control on
haulage roads. Federal rule 816.95,
which contained standards for
controlling fugitive dust emissions from
haul roads, has been remanded [In Re:
Permanent Surface Mining Regulation
Litigation No. 79-1144 May 16, 1980.]
the Court ruled the SMCRA contains no
authority for requiring regulation of air
pollution except as air pollution is
generated by erosion. Thus the provision
cannot be required at this time.

317. Rule 1816.101[a)(3) ISP (ARN:
ILL-0170J noted that the proposed

Illinois rule contains additional language
not found in 30 CFR 816.101 that would
allow "additional spoil ridges" as well
as additional time as a variance to the
requirement of contemporaneous
backfilling and grading. The proposed
regulations submitted July 30, 1980,
acceptably modified this provision.

318. Rule 1816.102(a)(2) ISP (ARN:
1LL-0170) commented concerning the
need for clarification of the proposed
Illinois provisions for backlilling and
grading requirements of impoundments.
The Secretary has expressed concern
that the Illinois provision is unclear, but
appears to provide a less stringent
standard than required by the Federal
rule.

319. Rule 1816.102(a)(2) CPKC (ARN:
ILL-0169B) objected to language added
by Illinois to this section on backfilling
and grading. See Comment 318.

320. Rule 1816.103(a)(1) CPKC (ARN:
ILL-0169B) objected to the additional
language provided by Illinois in this
section dealing with covering of coal
and toxic forming materials. This
modification is acceptable since the
Federal provision has been suspended
pending the outcome of rulemaking.

321. Rule 1816.104 (b)(3) CPKC (ARN:
ILL-0169B) suggested completing the
section concerning backfilling and
grading which appears to be editorially
incomplete in the Illinois submittal.
Illinois completed this section In
proposed rules submitted July 30, 1980.

322. Rule 1816.104(b)(7) CPKC (ARN:
ILL-0169B) objected to the language In
subparagraph (7), which allows final cut
impoundments and suggested It be
omitted since the Federal rule does not
allow for such impoundments. Final cut
"permanent" impoundments are
allowable under the Federal rule.

323. Rule 1816.111(a) ISP (ARN: ILL-
0148) and CPKC (ARN: ILL-0109B
expressed c~ncern that the additional
language in the Illinois rule "except
where permanent vegetative cover is not
consistent with the approved land use"
provides a blanket exemption for some
areas for revegetation. In proposed
regulations submitted July 30, 1880
Illinois deleted the additional language.

324. Rule 1816.111(b) (1) and Rule
1817.111(b)(1) ISP (ARN: ILL-0170)
expressed concern about the broad
exemptions from revegetation provided
by the Illinois proposed rule. Illinois
deleted the exemption from proposed
rules submitted July 30, 1980.

325. Rule 1816.112(a) and 181i1I2(a)
ISP (ARN: ILL-0170) and CPKC (ARN:i
ILL-0169B) objected to the proposed
Illinois rule concerning the use of
introduced species. The rule would
allow "appropriate past research" as an
alternative for field trials. Illinois

I
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acceptably clarified this rule in
proposed regulations submitted July 30,
1980.

326. Rule 1816.114(a) CPKC (ARN:
ILr-0169B) and Illinois South (ARN: ILL-
0148) objected to additional Illinois
language that provides for mulching
"when consistent with the post mining
land use." The proposed Illinois rule
submitted July 30, 1980 was acceptably
modified.

327. Rule 1816.116(a) and 1817.116(a)
ISP (ARN: ILL-0148 and ILL-0170) and
CPKC (ARN: ILL-O169B) expressed
concern that the proposed Illinois rule
provides for the use of "other technical
procedures approved by the regulatory
authority" regarding techniques to be
used to measure success of revegetation.
The proposed Illinois rules of July 30,
1980 have been modified acceptably.

328. Rule 1816.116(b)(2)(ii) ISP (ARN:
II,-0148) and CPKC (ARN: ILL-O169B)
suggest that the ten year responsibility
period for revegetation success be
reinserted into the Illinois rule. The ten
year criteria is not applicable to Illinois
since average annual rainfall exceeds
the 26.0 inches average annual
precipitation criteria. 30 U.S.C.
515(b)(20).

329. Rule 1816.116(b)(1) A commenter
(ARN: ILL-0169B) and ISP (ILL-0148 and
ILL-0170) suggested a change in
language for this section of Illinois' rule.
This section has been remanded [In Re.
Permanent Surface Mining Regulation
Litigation, No. 79-1144, February 26,
1980]. Illinois modified this provision
concerning the period of liability for
revegetation success in accordance with
the Court's opinion.

330. Rule 1816.131(b) CPKC (ARN:
ILL-0169B) objected to the proposed
Illinois rule concerning temporary
cessation of operations because a
statement identifying the number of
acres to be affected is not required. This
Illinois rule is consistent with the
Federal rule in proposed regulations
submitted July 30,1980.

331. Rule 1816.133(b) and 1817.133
CPKC (ARN: ILL-0169B) and ISP (ARN:
ILL-0148 and IL-0170) objected to the
Illinois additional language that
provides identification on the basis of
acreage summaries for each land use
type as required by proposed Rule
1701.5. The Secretary does not agree
with this objection, because proposed
Rules 1779.22 and 1779.24 require a map
in the application that will graphically
show premining land use locations and
provide the ability to verify total
acreage of each land use type.

332. Rule 1816.133(b)(1) CPKC (ARN:
ILL-0169B) expressed concern that this
provision concerning postmining land
use be reinstated. Since the

corresponding Federal rule has bepn
remanded [In Re. Permanent Surface
Mining Regulation Litigation, No. 79-
1144, May 16,1980], it cannot be
required at this time.

333, Rule 181133(b)(2) ISP (ARN:
LL-0148 and ILL-0170) and CPKC
(ARN: ILL-0169B objected to added
Illinois language that provides one set of
criteria for determining postmining land
use for lands that have been improperly
managed under the ownership of mine
operators. The Secretary agrees that the
Illinois rules are inconsistent with the
Federal rules because the Illinois
provisions would not ensure that post
mining land use willbe based on the use
the land would have supported if not
previously mined and if properly
managed.

334. Rule 181&133(c) ISP (ARN: ILL-
0148 and IL,-0170) and CPKC (ARN:
ILL-0169B) objected to Illinois use of the
term "condition" rather than the Federal
term "uses" concerning alternate land
uses. This proposed Illinois rule of July
30,1980, has been acceptably modified.

335. Rule 181&133(c)(1) ISP (ARN:
ILL-0148 and HL-.70) and (ARN: ILL-
0169B) objected to Illinois' deleting the
Federal requirements dealing with
consulation with the land owner or land
management agency regarding
alternative land use. This proposed
Illinois rule of July 30,1980, has been
acceptably modified.

336. Rule 1816133(c)(2) ISP (ARN:
ILL-0148 and ILL-0170) and CPKC
(ARN: ILLU169B) desire additional
language that would require a
demonstration that a water
impoundment proposed to be left on
high capability land improves the value
of the agriculatural unit. Such
information is required in proposed
Illinois Rule 1816.133(c)(1) in order to
prove compatability.

337. Rule 181&150 through Rule
1816176 CPKC (ARN: ILL-0169B)
suggested sections concerning roads be
reinstated in Illinois' rule. Since the
Federal rules are suspended, the State
may omit them at this time. [In Re.
Permanent Surface Mining Regulation
Litigation, No. 79-1144, May 16,1980]

338. Rule 181752(a)(2) The commenter
(ARN: 1LL-0172) suggests that the clause
beginning after the first comma should
read: "ground water levels .. ." in Rule
1817.52(a)(2) of the proposed Illinois
regulations. The Illinois rule Is
consistent with 30 CFR 817.52(a)(2)
concerning ground water monitoring.
While the change is not necessary,
Illinois could make it for clarity.

339. Rule 1817.52(a)(3) The commenter
correctly suggests that the first "shall"
in the third line of the text be deleted.
This appears to be a misprint in the

proposed rule concerning surface and
ground water monitoring. This has been
corrected in the State's July 30, 1980,
submission.

340. Rule 1817.121(a) ISP (ARN: ILL-
0170) objected to Illinois additional
language that allowed an exception to
the requirement that subsidence be
prevented where the mining technology
used requires planned, predictable and
controlled subsidence. This is consistent
with 30 CFR 817.121(a). which allows
planned and controlled subsidence.

341. Rule 1817.124(c) ISP (ARN: ILL-
0170) objected to additional Illinois
language that would limit the period
needed for subsidence insurance from
that required in the Federal rule. This
proposed Illinois rule of July 30, 1980 has
been acceptably modified.

342. Rule 1817.126(c) ISP (ARN: ILL-
0148) suggested that language be added
to this section to require that subsurface
information leading to a subsidence
exemption be included with the permit
application. This specific language is not
required by the Federal rule, but such
evidence would have to be included in
the subsidence control plan submitted
with the application in order for the
application to be complete.

343. Rule 1823.1 Several commenters
(ARN: ILL0-19A. IIL-0148, ILL-0150
and ILL-0160E) objected to the Illinois
language that would allow exemptions
frdm the prime farmland requirement for
underground mines and areas where
drilling, blasting and overburden
removal exists. The Secretary agrees
that the proposed Illinois rule is
inconsistent with the Federal rule to the
extent the exemption is not limited to
surface facilities of underground mines
that are used over extended periods and
that affect minimal amounts of land.

344. Rule 1823.11(a) CPKC (ARN: ILL--
016913) suggested the Federal rule in 30
CFR 823.11(c) be reinstated in the
comparable Illinois section. Since the
Federal rule is suspended, the State may
omit it at this time. [In Re: Permanent
Surface Mining Regulation Litigation,
No. 79-1144. May 16, 1980]

345. Rule 1823.11(b) CPKC (ARN: ILL-
0169A) suggested additional language
which would prohibit mixing or
contaminating prime farmland soils
"with any other material." The proposed
Illinois rule is consistent with the
Federal rule.

346. Rule 1823.11(c) and 823.15(c) A
commenter (ARN: L-0169 and L.L-
01609D) expressed concern that the
proposed Illinois rule does not contain
the target yield provision for
determining success of revegetation on
prime farmlands that is found in the
Federal rule. Since this provision has
been remanded, it cannot be required at
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this time. [In Re: Permanent Surface
Mining Regulation Litigation, No. 79--
1144, February 26, 1980]

347. Rule 1823.12(a)(2) and (3) (ARN:
ILL-1069E) a commenter objected that
the proposed Illinois rule would allow
"placement" instead of "separate
removal" of soil hori'ons in prime-
farmlands. This is acceptable because.
combined removal of the B and C'soil -
horizons, which may be approved,
would not require separate removal
techniques. '

348. A commenter (ARN: ILL-0179)
suggested that where Illinois provisions
concerning soil handling on prime
farmland refer 16 "soil scientist," "soil •
and plant scientists" should be used.
'This is not required by the Federal rule.

349. Rule 1823.14(c) ISP (ARN: ILL
0148 and ILL-0170) and CPKC (ARN:
ILL.-O169] suggested that the moist bulk
density section be left blank so that -the
Illinois Department of Mines and
Minerals can insert Federal re-
promulgated rules. Illinois can adopt
this suggestion if it desires. *

350. Rule 1823.14(e) VCI (ARN: ILL-
0169E) expressed concern that the
proposed state rule regarding soil
removal on prime farmland requires soil
stabilization only when seasonably
practical. This language was deleted
from Illinois' proposed rules submitted
July 30, 1980. -

360. Rule 1823.15 ISP (ARN: ILL-
0170] and(ARN: ILL-0148) and the
Director of Belleville (ARN: ILL-0179)
pointed out two subsections (b) and (c)
of the proposed llinois rleare missing.
from the illinois submittal and that the
State should submit a "state window"
on productivity on prime farmland.
Since these provisions have been
remanded, the State is not required to

-implement them at this time. [In Re:
Permanent Surface Mining Regulation
Litigation, No. 79-1144,February 26,
1980]

361. Rule 1823.15 CPKC (ARN: ILL-
0169A & B) suggests this entire section
be deleted since the Illinois permanent
prograni has deleted the success
standards of productivity on prime
farmland. Since this provision has been
remanded, the State is not required to
implement it at this point. See Comment
360.

362. Rule 1823.15(a) ISP.(ARN: ILL-
0148) and CPKC (ARN: ILL-0169)
objected that the proposed Illinois prime
farmland revegetation standard allows a
variance Where compliance would be

.- "inconsistent with post mining land
use." The proposed Illinois rule of July
30, 1980, has been acceptably modified.

363. Rule 1825.11(c) ISP (ARN: ILL-
0148) and another commenter (ARN:
ILL-0179) stated that the proposed

Illinois rule, which provides that
revegetation success on high capability
lands shall be measured in accordance
with the standards in Rule 1816.116,
does not provide an adequate basis for
determining revegetation success on
high capabilitylands. Since prime
farmlands are excluded from the Illinois
definition of high capability lands,
applying* the normal standards for
determining success of revegetation to
high capability lands is consistent with
SMCRA and the Federal rules.

364. Rule 1825.12(a)(2)(ii)-1825.13--
1825.14(g)-1825.15-1825.14(g) Several
commenters (ARN: IL,-0148, ILL-0170,
ILL-0179 and ILL-0182A) suggest)hat
lan~uage'be added to all the above
stated sectiouis. Part 1825 of the Illinois
proposed regulations, which contains
special requirements for high capability
lands, has no parallel in the Federal
rules. Since proposed Rule 1825.11(d)
explicitly provides that all other
requirements apply to these lands as
well, the high capability standards are
generally consistent with the Federal'
rules. The Secretary will require
changes in the high capability
requirements only where they conflict
with other requirements.

365. Rule 1825.13 ISP (ARN: IL-0148
and ILL-0170) -was concerned that the
proposed Illinois rule does not clearly
indicate that segregated materials shall
be stockpiled separately. The Secretary
agrees that'it is unclear whether
separite stockpiling, which is required
by the Federal rules, is required by this
added section. See Comment 364.

366. Rule 1825.14(g) ISP (ARN: ILL.-
0148 and ILL-0170} suggested that
language be added to this section that
would require Ihat all postmining
alternative land uses and approximate
original contour requirements be met.
The Secretary agrees that it is unclear
whether the proposed Illinois rule is
intended to provide a variance from
these and the impoundment,
requirements of the Federal rules. See
Comment 364.

367. Rule 1825.15ISP (ARN: ILL-0148
andILL-0170] suggested additional
language that would clarify the potential
of the high capability lands requirement
for providing an exemption from the
prime farmland criteria. The Secretary
agrees that the high capability lands
requirements may not provide an
exemption from the prime farmland
,criteria. See Comment 364.

368. Rule 1827.12(d) CPKC (ARN: ILL.-
0169A) suggests that the limitation "If
required by the regulatory authority" be
deleted from the provision for sediment
control structures for coal processing
plants. The Illinois language is
consistent with the Federal rules.

369. Rule 1840.17(a) The commenter
(ARN: ILL-0172} correctly suggests that
the reference to 30 CFR 842.12, found in
Rule 1840.17(a) of the proposed Illinois
rule, should be changed to Rule 1840.15.
Illinois has corrected this reference In Its
proposed regulations of July 30, 1980.

370. Rule 1843.12(a)(2) The
commenter (ARN: ILL--0172) suggests
that this provision concerning notices of
violation must be deleted because In a
state program the state has direct
enforcement responsibilities, not
oversight responsibilities as suggested
by the Illinois language. The Secretary
finds the proposed Illinois rule
inconsistent with SMCRA because it
appears to have the effect of providing
for inspections by persons who do not

" have enforcement authority.
371. Section 843.14(b)-Rule

1843.14(b) CPKC (ARN: ILL-0169B)
suggests the addition of "(2)" to the
language of Illinois regulation 1843.14(b).
Thelanguage of the Illinois regulation
appears to be consistent with 30 CFR
843.13(b) concerning service of a show
cause order.

372. A commenter (ARN: ILL-0169)
suggested that blasting penalties fines
should be set aside for homeowners
who have damage. The disposition of
funds accumulated from penalties Is a
matter for State discretion.

373. Section 845.1-Rule 1845.1 CPKC
(ARN: 111-0169B) suggests additional
language that would include notice of
violations in the penalty provisions, The
proposed Illinois rule does not
specifically mention notices of violation
as mentioned in 30 CFR 845.1, which
requires penaliy consideration of all
notices of violation and cessation
orders. However, proposed Illinois Rule
1845.11 does provide for consideration
of notices and would, therefore, appear
to be consistent.

374. Section 845.2-Rule 1845.2 CPKC
(ARN: ILL-O169B) is concerned that
proposed Illinois Rule 1845.2 requires
assessment of penalties to aid "in the
administration of the State Act,"
whereas 30 CFR 845.2 requires
assessment "to deter violations and to
insure maximum compliance with thd
terms and purposes of the Act on the
part of the coal mining industry." The
Illinois provision is not on its face less
stringent than SMCRA, but it must be
clarified. See Finding 20.1.

375. Rule 1845.13(a) CPKC (ARN: ILL-
0169B] suggests the adoption of the
Federal point system or an alternative In
Illinois Rule 1845.13(a). While the
Secretary agrees that some system to
identify how penalties will be assessed
would be desirable in the administration
of the program, such a point system
cannot be mandated at this time since
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the Federal provision has been
remanded. [In Re: Permanent Surface
Alining Regulation Litigation, No. 79-
1144, May 16, 19801

376. Section 84&13(b)(3)(ii)(B)-Rule
1845.13(b)(3) CPKC [ARN: ILL--169B)
suggests that Illinois Rule 1845.13(b)(3),
concerning factors to be considered in
assessing civil penalties should be
amended to specify that negligence can
be an act or omission. The Secretary
agrees that the Illinois rule should
specify, by rule or policy statement, that
it defines "negligence" in a mannor
consistent with 30 CFR
845.13(b](3)(ii)(B).

377. Rule 1845.14 CPKC (ARN: ILL-
0169B) suggests the addition of a point
system to Illinois Rule 1845.14
comparable to the point system in the
Federal system. While the Secretary
agrees that some system to identify how
penalties will be assessed would be
desirable in the administration of the
program, such a point system cannot be
mandated. See Comment 375.

378. Rule 1845.15(a) CPKC (ARN: ILL-
0169B) suggests that proposed Illinois
Rule 1845.15[a) be revised to require
assessment of a penalty for a minimum
of two-separate days under certain
circumstances including assignment of a
certain number of points to the violation.
The Secretary cannot require the use of
a point system to assess penalties as the
commenter's suggestion would require at
this time. See Comment 375.

379. Rule 1845.15(b)(2) The cite given
by CPKC (ARN: ILL-169B) is somewhat
confusing, but it would appear that the
commenter was referring to Illinois
proposed Rule 1845.15(b)[2) which is
consistent with 30 CFR 845.15(b) (2).

380. Section 845.17-845.20-Ruie
1845.17-1845.20 CPKC (ARN: ILL-
0169B) is concerned by the differences
between proposed Illinois Rule
1845.17-Rule 1845.20 and 30 CFR
845.17--845.20 with respect to
assessment and payment of penalties.
The Secretary believes that the
proposed Illinois rules of July 30, 1980,
adequately require: 1) a permittee
providing information pertaining to the
assessment of a violation to the
regulatory authority; 2) assuring the
service of the proposed assessment is
accomplished; and 3) providing for
review or reassessment of a penalty.
This would be acceptable.

381. Section 845.17a)-Rule 1845.17(a)
CPKC (ARN: 11-0169B) suggests that
the provision in proposed Illinois
regulation 1845.17(a) allowing persons or
operators who have received notices or
orders within 20 days to submit to the
regulatory authority information on the
violation be changed to allow only 15

days, as does 30 CFR 845.17(a).
Proposed Illinois Rule 1845.17(a)
submitted July 30,190. allows only 15
days.

382. A commenter (ARN: ILL-0179)
requested that the Secretary review the
Illinois law, particularly the public
participation provisions, to insure that
time schedules outlined in the Illinois
regulations will be adequate, The
Secretary has reviewed the public
participation provisions of the Illinois
law. See Finding 23 and the detailed
discussion of the Illinois rules sent to
Illinois by the Director, OSM.

383. CPKC (ARN: 111-016913)
expressed concern that the number of
personnel who have authority to issue
violations and cessation orders should
be increased. The Secretary agrees. See
Findings 31.4 and 31.5.

384. CPKC (ARN ILL-O169)
commented that inspectors should be
given the power to issue violations and
cessation orders. The Secretary agrees.
See Finding 21.1.

385. CPKC (ARN: ILL-1069)
commented that the timetable submitted
by Illinois for designation of lands
unsuitable is not consistent with the
proposed Illinois regulations. The
Illinois flow chart submitted July 30,
1980, appears to be adequate. Another
problem identified is that the number of
personnel handling petitions is
inadequate. The Illinois narrative on this
issue is discussed in Finding 22.5.

386. ISP (ARN: ILL-1070) expressed
concern that the number of inspectors
authorized to take enforcement action is
inadequate. The Secretary agrees. See
Finding 31.4 and 31.5. It further
suggested that inspection authority be
given to other state agencies that make
up the Interagency Committee to avoid
duplication of expertise. The Secretary
would not object to the Illinois
Department of Mines and Minerals
delegating functions to another state
agency as long as the agency can
conduct that portion of the program in
accordance with SMCRA.

387. ISP (ARN: LLL-0170) expressed
concern about the Illinois systems and
procedures on revegetation (Vol. 2-Tab
F). One concern was how the public and
the Interagency Review Committee will
be involved in development of technical
guidelines. This was clarified in Volume
10. Tab H, submitted July 30,1980. A
second concern was what procedures
would be employed to determine 90'
ground cover. This also was clarified in
Volume 10. Tab H, of the July 30. 1980,
submittal. A third concern was for the
interaction between the regulatory
authority, the Interagency Committee
and the general public concerning the
determination of whether bond may be

released. Deficiencies in the Illinois
statute and system element concerning
bonding are identified in Finding 19.

388. ISP (ARN: IL.-0170 expressed
concern that the Illinois system provides
no procedure for determining lands
historically used for cropland as prime
farmland (Vol 2, Tab F). However, the
Illinois narrative requires operators "to
delineate areas which by their soil type
and land use" (emphasis added) are
prime farmlands. In addition, Illinois'
definition of "historically used for
cropland" is the same as the Federal
definition.

A second point was that the public
should be made aware that the
regulatory authority is considering other
factors under Rule 1783.27[b)(3) in
determining the number of prime
farmland acres in the permit application.
The Secretary's concerns regarding
public participation are outlined in
Finding 23.

A third concern was the lack of a
system for assessing whether data
submitted under 1785.17(b)(7) is
adequate to demonstrate that the
proposed method of reclamation will
achieve equivalent yields. While this
system may be helpful, it is not
specifically required by the Federal
rules.

A fourth concern was that there is no
process for determining whether
productivity has been met on restored
land (Section 1823.15(b) and Cc]). The
description of this process is not
specifically mandated by the Federal
rules.

389. ISP (ARN: ILL-0170) commented
on the system element concerning use of
explosives (Vol 2 Tab F). It suggested
that an application be used in making
the discretionary decision in Rule
1816.65(h) regarding a reduction in the
maximum peak particle velocity
allowed. While such an application
would be helpful. it is not required by
the Federal rules. A further concern was
that procedures be included for making
discretionary decisions on the use of
explosives. Delineation of such
procedures is not specifically mandated
by the Federal rules.

390. ISP (ARN: ILL-0170) is concerned
that the system and procedures
submitted by Illinois concerning post-
mining land use in Volume 2, Tab F: (1)
do not discuss how the regulatory
authority will weigh and employ
comments on post-mining land use. and
(2) do not provide procedures for
evaluating data needed to justify
alternative post-mining land use under -

Rule 1816.133(c). The Federal rules do
not specifically require Illinois to
delineate these procedures.
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391. ISP (ARN: ILL-0170) believes that
the systems and procedures concerning
backfilling and grading in Volume 2, Tab
F: (1) should reference Section 1816.100.
(2) should explicitly describe the
regulatory authority's responsibilities
for ensuring contemporaneous
reclamation, and (3) should not provide
for mandatory extensions of time for
completion of backfilling and grading.
Illinois submitted additional information
on July 30,1980, in Volume 10, Tab H.
The Secretary's concerns about Illinois
backfilling and grading requirements are
expressed in Finding 14 of this notice
and Finding 14 of the deficiency letter
being sent to Illinois by the Director of
OSM.

392. ISP (ARN: ILL-0170) suggested
that at least one of the staff positions.at
the Division of Land Reclarhation should
contain specific responsibilities for
evaluation of subsidence control plans.
The Secretary has. expressed specific
concerns regarding staffing in Finding
31.

393. ISP (ARN: ILL-0170) expressed
the following concerns about the
systems and procedures on permanent
and temporary impoundments in
Volume 2, Tab F: (1) 1816.133 should be
referenced, (2) clear language that all
permanent impoundments will meet
1816.133 should be included, (3] a clear
directive should be included that
impoundment approval will be in accord
with existing land uses and
recommendations of county and other
local officials, (4) guidelines on what
constitutes acceptable justification for
an impoundment as a post-mining land
use should be included, and (5)
guidelines should be provided to coal
operators on general design criteria for
categories of impoOndments. While
these suggestions are useful, they are
not mandated by the Federal rules.

394.ISP (ARN: ILL-0170 and 0169) had
several comments regarding the systems
and procedures submitted in Volume 2,
Tab K conceining designating lands
unsuitable for mining. Thd first comment
is that the commdnt period should be
reopened following the July 30,1980
submittal by Illinois of additional
narrative information. Illinois South will
haVe the opportunity to comment on this
material prior to the final decision by
the Secretary on the Illinois program.
The second problem is that the narrative
should be expanded to include a
determination of the priority of petitions.
Further, the staffing is insufficient, and
the narrative contains' serious timing
problems. The Secretary disagrees that
timing problems are evident in the
Illinois narrative, bt agrees that staffing
is inadequately described. See Finding

22.5. Further, ISP suggests that the
regulatory authority provide a document
to inform citizens of their rights under
Section 522. While this document would
be helpful, it is not mandated by the
Federalyrules. Another point is that the
data base should be available to the
public. Proposed Illinois Rule 1764.23
provides for public accegs to the data
base system and information.

A third concern is that the timetable
in the narrative is not synchronized with
the regulations. The Secretary has
expressed concern regarding the
flowcharts and Illinois adequately
revised them in Volume 10, Tab N, on
July 30,.1980.

A fourth point"is that the regulatory
authority does not have criteria by
which it will determine a petition
"frivolous." While this would be useful,
,it is not specifically required in the
narrative under the Federal rules.

A fifth concern is that there is no
information on the type of data base the
regulatory authority will develop for
designating lands unsuitable nor how
the data base will coordinate with the
permitting process. The Federal rules do

"not require this specific information on
the data base,-in the narrative.

A sixth point was that there is no
indication that a data base system will
be operable and open to public use by
January 3,1981, and further that the
system-does not indicate what
information will be put in the system.
The Federal rules do not require these
specific items in the Illinois narrative,

A seventh concern was that no
process was identified by which citizens
can have access to the system. A
description of this process is not
specifically required in the narrative by
the Federal rules.

An eighth point was that no procedure
was described for determining
automatic designation as unsuitable.
While such a procedure would be useful,

* its description is not mandated by the
Federal rules.

A ninth problem was the lack of a
process by which state agencies can
designate lands unsuitable and also lack
of a priority-system for state versus
public petitions. A description of this
process is not required by the Federal
rules.

395. ISP (ARN: ,L--0170] commented
concerning the systems and procedures
submitted by Illinois regarding conflict
of interest (Vol. 2, Tab L]. The following
concerns were expressed: (1) The state
submittal is unclear as to which -
employees come under the conflict of
interest provisions. The Secretary
believes that the narrative is adequate;
however, see Finding 24. (2) The Illinois
submittal contains no description of

how annual reporting to the Secretary
will be carried out. This description Is
not required by the Federal rules.

396. 30 CFR 731.14(g)(1) ISP (ARN:
ILL-0170) expressed concern that there
'is no institutionalized mechanism for
consideration of public views presented
in the State program at Volume 2, Tab A
concerning the timeline for the permit
process. A second concern is that the
timeline presented by Illinois leaves no
room for the Interagency Committee to
receive public comment. The Secretary
believes that the narrative on the permit
review process as supplemented by the
July 30, 1980 submittal (Volume 10), Is
adequate.
, A third concern expressed is that the

proposed regulations and narrative do
not state how public comments will be
received. This deficiency Is discussed In
Finding 23.19-23.23.

A fourth point expressed is that Tab H
of Volume 2 contains no procedure for
permit revisions. What constitutes
significant departures and incidental
boundary revision was also questioned,
The Secretary believes that the Illinois
narrative as supplemented by the July
30,1980, submittal (Volume 10), Is
adequate in this regard.

A final point made is that the
opportunity for public participation In
the development of the Illinois State
program is inadequate and that In
Volume 2, Tab N, comment 1.h., the
State claims the primary beneficiaries of
public participation in the pre-submittal
period were the coal operators and the
Department staff. The Secretary
disagrees. See Finding 23.23,
Approval in Part/Disapproval in Part

Pursuant to Section 503 of SMCRA
and 30 CFR 732, the Secretary Initially
approves in part and disapproves In part
the Illinois program because the State
does not have laws that fully comply
with SMCRA, does not have appropriate
promulgated regulations, and has
systems that are both incomplete and
inadequately described. Illinois is not
now'eligible to assume primary
jurisdiction to implement the permarient
program. If the State wishes to assume
primacy, it must revise Its program by
resolving the statutory problems,
promulgating appropriate regulations,
and revising the program narrative. The
revised program must be stibmitted
within 60 days of the effective date of
this decision. The resubmission will then
be reviewed and approved or
disapproved under the procedures In 20
CFR 732.

As previously mentioned, the
regulations are being'disapproved in
their entirety since they were not fully,
promulgated by the 104th day after

72504



Federal Register / Vol. 45, No. 213 / Friday, October 31, 1980 / Proposed Rules

program submission. The following
sections of the Illinois statute are
disapproved for the reasons and to the
extent set forth in the paragraphs
identified following each provision's
section number.

Statute sectkn

1.03(a)(1)
1.03(a)(18)
1.03(a)(24)
1o3(a)(25)
1-03(a)(26)
2.04(a)
2.04(d)

3.04(a)
304(c)
3.07(b)
308(a)
3.10(od)

3.11(c)
3.13(a)(1)
3.15(b)
3.1S(c)

3.23(e)
6.07(d)
6.08(c)
6.as(dX2)
7.02(bXl)
7.03(c)
7.03(Q
8.01(c)
8.04(a)
&04(e)
8.05.

8.05(c)
8.06
8.05(a)
8.06(b)

8.06(c)

8.06(e)
8.07(a)
8.07(Q

89.

30.1
30.2
30.4
30.3
30.5
23.1
23.2
23.3
23.4
23.5
23.6
14.2
14A
14.5
14.7
14.8
14.10
23.8
14.13
14.14
14.15
14.16
19.2
23.12
19.3
2.2
23.19
23.16
23.9
20.1
20.4
23.13
23.14
21.1
23.11
21.2
21.3
21.4
21.5
2319
2317
23.14
23.18
24.1

Effect of This Action
For the present, Illinois is not eligible

to assume primary jurisdiction to
implement the permanent program.
Illinois may submit additions or
revisions to its proposed program within
60 days from the date of decision.

If no revised submission is made
within 60 days, the Secretary will take
the appropriate steps to promulgate and
implement a Federal program for the
State of Illinois. If the disapproved
portions of the State regulatory program
are revised and resubmitted within the
60 day time limit, the Secretary will
have an additional 60 days to review the
revised program, solicit comments from
the public, the Administrator of the
Environmental Protection Agency, the
Secretary of Agriculture and the heads
of other Federal agencies, and approve,
conditionally approve or disapprove the
final Illinois program submission.

This disapproval relates only to the
permanent regulatory program under

Title V of SMCRA. It does not constitute
approval or disapproval of any
provisions related to implementation of
Title IV of SMCRA, the abandoned mine
lands (AML) reclamation program. In
accordance with 30 CFR Part 884 (State
Reclamation Plans), Illinois may submit
a State AML reclamation plan at any
time. Final approval of an AML plan.
however, cannot be given by the
Director of OSM until the State has an
approved permanent regulatory
program.

Prior to any approval of the Illinois
program, the initial Federal lands
program regulations in 30 CFR Part 211
will apply to operations on Federal
lands in Illinois. After any approval of
the Illinois program, the permanent
Federal lands program regulations in 30
CFR Part 740 will apply.

The Secretary does not intend to
promulgate rules in 30 CFR Part 924 until
the Illinois program has been finally
approved or disapproved following
opportunity for resubmission.

Additional Findings
The Secretary has determined that.

pursuant to Section 702(d) of Public Law
95-87, 30 USC 1292(d), no Environmental
Impact Statement will be prepared on
this approval in part/disapproval in
part.

Note--The Secretary has determined that
this document Is not a significant rule under
E.O. 12044 or 43 CFR Part 14, and no
regulatory anlysis is being prepared on this
approval In part/disapproval in part.

Dated: October 27,1980.
Joan KA. Davenport,
Assistant Secretary of the Interior.
[FR Doc. 88-,363 Fod 10-30- &43 am)
BILUNG CODE 4310-06-U
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DEPARTMENT OF THE INTERIOR

Heritage Conservation and Recreation
Service

1981 Action Program-identification of
Nationwide Recreation Issues

AGENCY: Heritage Conservation and -
Recreation Service, Interior.
ACTION: Notice

SUMMARY: This notice announces that
the Heritage Conservation and _
Recreation Service is now seeking
public comment on possible recreation
problems and concerns for the 1981
Action Program. The Action Program is
the annual implementation phase of the
five-year Nationwide Outdoor
Recreation Plan. The comments received
will enable HCRS to formulate a list of
national priority recreation issues for
consideration by the Secretary of the
Interior. The final 1981 Action Program
document on selected issues will be
transmitted by the President to the
Congress and may propose legislation,
policy changes or a 6ombinationof
recommended actions to remedy
national recreation problems.-
SUPPLEMENTARY INFORMATION: In
accord with the provisions of the
Federal Outdoor Recreation
Coordination Act of 1963, Pub. L. 88- 29,
the Secretary of the Interior is
responsible for the-coordination of the
governmental and private sector actions
required to assure adequate outdoor
recreation resources for present and
future generations of Americans. In
carrying out-this responsibility the
Secretary is authorized to formulate and
maintain a comprehensive nationwide
outdoor recreation-plan, taking into
consideration the-plans of the-various
Federal agencies, States anda their
political subdivisions. The plan shall set
forth the needs and demands of the
public for outdoor recreation and the -

current and foreseeable availability of
adequate recreation resources to meet
those needs in the future. The plhn shall
identify critical outdook recreation
resource.problems, recommend -
solutions, and recommend desirable
actions to be taken at each level of
government and by the private sector.

In an effort to more effectively
discharge its outdoor recreation
planning responsibility the Heritage
Conservation and Recreation Service
has adopted a continual nationwide
recreation planning process designed to
assess the scope and adequacy of
Federal, State and 1Scal public agency
and private sector recreation resources,
programs and activities; identify and
provide for the resolution of critical

recreation issues and problems; and
provide for the effective-coordination of
Federal and State comprehensive
recreation plans. The HCRS Division of.
Nationwide Recreation Planning has
undertaken an analysis of the most
recent Statewide Comprehensive
Outdoor Recreation Plans (SCORPs) to
begin evaluating recreation problems
and concerns in recreation for the 1981
Action Program. As Public Law 88-29.
requires.consideration of State plans in
the formulation of the Nationwide
Outdoor Recreation Plan, the annual
Action Program coordinated by HCRS
will increasingly look to the State
Action programs for issue data and
recommendations for action on
identified national issues.

The HCRS nationwide recreation
planning process is a continuing policy
and program development process
consisting of two major elements:
* Five Year Assessments of national

recreation resources, needs, impacts,
benefits, and public outdoor recreation
participation trends will be produced for
transmittal to the Congress by the
President every five years. -

Annual Action Programs which
identify national priority recreation
issues and set forth policy action
recommendations required to resolve
these issues as determined by the
affected Federal agencies and approved
by the Secretary of the Interior. This
document will be produced annually for
transmittal to the Congress by the
President.

1981 Action Program Development
Process

The 1981 Action Program development
process involves the identification of
outdoor recreation concerns and
problems; the selection of problems of
critical importance;.the study and
correlation of selected problems to form

rissues; and the development and
recommendation of the'actions required
to resolve priority recreation issues.

The Action Program process annually
selects national recreation issues
identified through a broad-based review
by Federal agencies, States, and the
private sector. Issues may rangefrom
those that can be resolved in a short
timeframe with few resources to those
requiring several years of coordinated
effort with budgetary needs or
legislative changes. The identification
and selection of key recreation issues
and development of recommendations
for action punctuates the five-year
Nationwide Plan with yearly
implementation phases. Through this
process, Federal attention will be
director to resolve major issues while
responding to changing socio-economic

conditions, recreation trends, and other
important national policies.

Previous Year Action Programs

The 1979 Nationwide Outdoor
Recreation Action Program focused on
nine major public policy issues which
affect recreation, including Federal Land

- acquisition; wild and scenic rivers
nati'onal trails; water resources; energy
conservation; environmental education;
handicapped access; private sector
involvement; and recreation research.

The 1980 Nationwide Outdoor
Recreation Action Program consists of
six issues: implementation of the
Federal land acquisition decisionmaking
process adopted in the 1979Action
Program; alternative sources of funding
for the Land and Water Conservation
Fund; improved participation by Indian
tribes in the Land and Water
Conservation Fund; recreation needs of
rural areas and small communities;
health promotion strategies in urban
parks; and documentation of sites
important to the history of recreation
and parks. The 1980 Action Program
reports on the progress and status of
actions recommended by the 1979
Action Program for the nine major
recreation issues.

Suggested Issue Format
Suggested Issued Format. It is

anticipated that-issues which are most
suitable for inclusion in the 1981 Action
Program will be those involving other
agencies and multiple policies. Issues
should be submitted in written form by
December 1, 1980 to HCRS, Division of
Nationwide Recreation Planning. To the
extent practicable, please use the
following format:

A. Concise statement identifying the
specific problem or issue to be resolved,

B. Brief narrative statement described
the background and circumstances
associated with the issue.

C. Brief narrative statement
describing the relevant actions taken
and or in-progress to resolve the'issue.

D. Citation of Federal, State, or local
actions required to resolve the issue
identified.

E. Potential Federal, State, or local
actions required to resolve the issue
identified.

F. Sources of information relevant to
the issue.

G. Name and telephone number of any
key contacts who are familiar or active
in this issue and could supply more
information.

Proposed 1981 Issues
You nay wish to make further

suggestions or comments on issues
which have already been submitted to

v
I I
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HCRS for consideration in the 1981
Action Program. After public comment
these issues will be correlated to form
core issues. Many are still in the
problem statement stage at this time.
Some of the issues may continue
through more than one Annual Action
Program, with different aspects
addressed in succeeding years. They are
as follows:

1. Strengthen employment-recreation
linkages. This issue deals with the
response of park and recreation systems
to longterm social problems like
unemployment. How can training and
placement opportunities be made
available to disadvantaged workers in
maintenance, rehabilitation and
development projects for part and
recreation facilities? What are possible
linkages with youth, minority, refugee,
delinquency, and other social concerns?

2. Improve small community
recreation program delivery. How can
we build onto existing institutional
stuctures to increase small community
capacities to use funds effectively for
recreation?

3. Develop effective health promotion
strategies. How can mutually
cooperative strategies be developed to
include health and physical fitness
programs in park and recreation
settings? How can activities for
employees be encouraged during leisure
time at the workplace and related to
beneftis such as productivity and
health?

4. Elderly population recreation.
Demographics show that the retirement
and elderly population is increasing. In
what ways will this expanding
recreation need be met?

5. Safety in parks and recreation.
How can safety problems be corrected
by recreation facility design and
programming? Also, what policies
should be developed to aid in
determining the responsibilities of park
and recreation managers in risk
environments and activities?

6. Issue-oriented research for
decisionmakers. How can research and
information assist decisionmakers
better? How can data bases (such as
visitor use statistics) be made
comparable to ensure maximum use and
sharing of information? Timely research
needs include: vacation patterns and
leisure trends, budget cut impacts on
park and recreation programs,
recreation facility design and planning
for energy development.

7. Inadequate recreation funding.
Growing recreation demand is often not
reflected in these budget areas:
operation and maintenance,
construction'and development, and land
acquisition. How can these funds be

kept from being diminished at
disproportionate rates compared to
other budget items? What are ways that
parks can fill the gap in funding for
operation and maintenance? What are
the impacts of regressive user fees?

8. Water resources and recreation.
Has public access been adequately
addressed in urban waterfront
revitalization and improved water
quality areas? Is lake, river and stream
protection receiving priority
consideration by all levels of
government and the private sector?

9. Handicapped access. In what areas
should accessible recreation for
disabled persons receive further
emphasis?

10. Increase the amount of arailable
recreation land where it is most needed.
What methods are available or should
be developed to increase or ensure
adequate recreation resources? How can
Federal goals for open space and
recreation be clarified to provide
direction in land acquisition and
guidelines for state planning? Several
concerns are tied to the need for
available and accessible land for
recreation: closure of private lands to
recreationists, and the need for
preservation of open space around
urban areas to provide close-to-home
recreation.

11. Maintain the quality of recreation
lands. How can the natural
characteristics be kept intact on
currently owned land resources? This is
a large issue area which covers:
Intensive use of wilderness and decline
of the resource; pollution such as acid
rain which can affect an entire
biological community; protection of
areas to perpetuate natural diversity;
and land adjacency issues which are
characterized by a lack of
intergovernmental planning and
coordination.

12. Emphasize the public
transportation role in meeting
recreation demand in an energy-
efficient manner. What are the
possibilities of the following concepts:
Recreational transit service funding in
certain Federal grants; development of
incentive packages for transit services
to recreation areas; and regional
information/travel centers with
intermodal transportation focal points?
DATE: Comments must be received by
December 1, 1980.
ADDRESS: Send written comments to
Shirley D. Patterson, Division Chief,
Nationwide Recreation Planning, "
Heritage Conservation and Recreation
Service, 440 G Street, N.W., Washington,
D.C. 20243.
FOR FURTHER INFORMATION CONTACT:.

Marcia Keener, Outdoor Recreation
Planner, Division of Nationwide
Recreation Planning. Department of the
Interior, Heritage Conservation and
Recreation Service, Washington. D.C.
20243 (202) 343-4317. "

Dated: October 28.1980.
Meg Maguire.
Acting Director, Heritoge Conservation and
Recreation Service.

[FR e:- a-139M VTed 10-30-80. 8:5 am]
BILlING CODE 4310-03-M
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Public Health Service

42 CFR Part 110

Health Maintenance Organizations;
Employees' Health Benefits Plans

AGENCY: Public Health Service, HHS.
ACTION: Final Regulations.

SUMMARY: This rule amends the Public
Health Service regulations by setting
forth revised requirements for certain
employers, States, and political
subdivisions of States to include in any
health benefits plans offered to their
employees the option of membership, in
qualified health maintenance
organizations (HMOs). These changes
are made as a result of public comments
received on the notice of proposed
rulemaking (NPRM) published on July
18, 1979. Certain minor technical and
editorial changes have also'been made.
EFFECTIVE DATE: This rule is effective on
December 1, -1980.
FOR FURTHER INFORMATION CONTACT.
Howard A. Veit, Director, Office of
Health Maintenance Organizations,
Park Building-3rd Floor, 12420
Parkiawn Drive, Rockville, Maryland
20857, 301/443-4106.

SUPPLEMENTARY INFORMATION: On July
18, an NPRM was published in the
Federal Register (44 FR 42083-91)
proposing changes to 42 CFR Part 110,
Subpart H, issued under Title XIII of the,
Public Health Service Act, as amended
(the Act). Section 1310 of the Act (42
U.S.C. 300e-9) requires certain
employers, States, and political
subdivisions of States to include in the
health benefits plans offered their
employees the option of meibership in
qualified health maintenance
organizations (HMOs).

Interested persons were given an
opportunity to submit comments on the
proposed amendments by September 17,
1979. Forty-four comments were
received by September 17,1979, and
three were received after that date. All-
comments received were considered in
revising these regulations,

As an introductory note, the
Department wishes to emphasize that to
the extent that the employing entity (the
collective term for employers, States
and political subdivisions of States) and
qualified HMOs can negotiate
successfully the inclusion of the HMO
option(s) in the employing entity's
health benefits plan, it encourages such
negotiation. However, in order for an
HMO to maintain its status as a

qualified HMO, it must provide services
and be organized and operated in
accordance with Subpart A of this Part
("Requirements for a Health
Maintenance Organization"). Thus, in
negotiating with a qualified HMO, an
employing entity may not insist upon
any terms which would require the
HMO-to violate any Subpart A
requirements.

The comments received, responses
thereto, and the changes made, if any,
are summarized below:

1. P roposed § 110.803(a) defined when
,the request for inclusion-by an HMO
must be received by an employing entity
in terms of the expiration or renewal
date of certain contracts. Subparagraph
(2}(ii) of that section stated that a
collective bargaining agreement that is
"for a fixed term in excess of one year
and has provisions for p'eriodically
changing wages, hours, or conditions of
employment * * " is to be considered
as either expired or renewable at the
time provided by the agreement for
discussion of these changes. Two
commenters suggested that the term
"periodically changing" was imprecise
in that it covered both'those provisions
of the contract that changed
automatically on a periodic basis
without the need for discussion as well
as those provisions that provided for a
periodic discussion of changes. The
Department notes that it intended for
this provision to apply only when the
contract contained the latter type of
provision. It notes further that the
section, as proposed, was also
inadvertently broader than intended in
that it referred to provisions for
periodically changing "wages, hours, or
conditions of employment." The
Department intended that only
provisions that provided for
renegotiating health benefits should be
considered in determining when the
HMO should submit its request for
inclusion. The Department believes that
more precision is necessary in order to
clarify both of these points. Accordingly,
the phrase "* * * and provides that its
terms regarding health benefits may be
renegotiated during the term of the
agreement * * *" has been substituted
in § 110.803(a)(2)(ii) in place of the
phrase "has provisions for periodically'
changing wages, hours, or conditions of
employment." The same change has
been made in § 110.807(a)(2), which
relates to when the bffer of the HMO
option is to be raised in the collective
bargaining process.

2. The purpose of § 110;803(c) is to
require the HMO to furnish the • '

employing entity with a broad
description of the way the HMO is

organized and operated, including
sufficient information for It to determine
whether it is subject to a request for
inclusion by the HMO and, if so, and If
there are competing HMOs, to determine
which HMO(s) to offer. Section
110.803(c](4) requires anindividual
practice association (IPA) type HMO to
furnish to the employing entity a list of
the IPA members by name, specialty,
address, days and hours of operation
and whether they are accepting new
patients from the HMO membership,
with the listing current within 90 days of
the HMO's request for inclusion, One
commenter requested that the HMO be
required to list only the number of
physicians in the IPA and another

-suggested that the HMO should list the
telephone numbers of the IPA
physicians instead of their days and
hours.of operation. The Department
agrees that the proposed requirement Is
burdensome on the HMO and that
employing entities do not need all of the
information it would have required the
HMO to provide. The-Department
believes that a more appropriate way to
reduce the burden on the HMO Is to
delete the requirement that It include the
addresses and days and hours of
operation of the IPA physicians.
Accordingly, § 110.803(c)(4) has been
amended to require the HMO to list the
IPA members by name, specialty, and
whether they are accepting new patients
from the HMO membership.

Other commenters noted the
information required to be submitted
about the IPA, as well as that required
to be submitted by the non-IPA type
HMOs under § 110.803(c)(5), could be
inaccui'ate or out-of-date at the time of
enrollment. The Department thinks that
a listing current within 90 days of the
HMO's request for inclusion is sufficient
to meet the needs of the employing
entity when the HMO makes this
request. It emphasizes, hoWever, that,
§ 110.108(c) of Subpart A of this Part
provides clearly that the HMO has the
obligation to disclose fully and fairly
information to prospective enrollees at
the time of the offer of enrollment,
including a general description of
participating providers, as well as the
locations and hours of service of the
HMO.

3. Proposed § 110.803(c)(9) would have
required the HMO to provide the
employing entity With a report of the
financial condition of the HMO
consisting of its most current financial
statements in addition to its most
recently audited annual set of financial
statements. One commenter opposed
this requirement as being not only
burdensome to the HMO, but also
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potentially misleading to the employing
entity in that the HMO's most current
financial statements were not required
to be audited. Other commenters
suggested that the provision be revised
to require the HMO to include a
narrative description of its current
financial position, as this would be more
comprehensible to the layman. The
Department agrees that this section
should be changed in the interest of
mthe burden on the HMO
while at the same time providing that
accurate, relevant information will be
available to the employing entity.
Accordingly, this section has been
revised by deleting the requirement that
the HMO must submit its most current
financial statements. It now requires the
HMO to provide only its most recently
audited annual financial statements.

4. Proposed § 110.803(c)(12) would
have required an HMO tQ provide the
employing entity its proposed rates for
basic and supplemental servi6es to be
charged by the HMO on the effective
date of the HMO coverage. Under
certain conditions, copayment levels
and the corresponding premium rates
were also required to be stated. A
number of commenters requested
clarification of this provision. In
response to an inquiry as to which
rating structures need to be included,
the Department notes that, as a
minimum, the IMO must provide its
rates for an individual and for two or
more persons. In cesponse to an inquiry
as to when, if ever, an HMO must
furnish rates for supplemental health
services and copayments, the offering of
which are subject to negotiation (see
discussion below in section 15), the
Department notes that rates for the
supplemental health services and
copayments yet to be negotiated are not
required to be provided to the employing
entity at the time of the HMO's request
for inclusion.

Additionally, a number of commenters
were concerned that the HMO's
statement of its proposed rates would be
construed by the employing entity as a
guarantee by the HMO that these would
be its actual rates. These commenters
felt that such an interpretation of the
provision would be unfair because an
lIMO, at the time it requests inclusion,
may not necessarily know: (a) The day
on which the coverage for employees
selecting the HMO option will begin; (b)
the HMO's own cost experience in the
interim before final rates are -

determined; and (c) the employing
entity's preferred rating structure.

The Department notes that it did not
intend to require the HMO to submit, at
the time of its request, guaranteed rates.

It agrees with the commenters that this
interpretation of § 110.803(c)(12) would
be unreasonable. It also believes that,
because of the uncertainties inherent in
estimating rates, liMOs should be given
the option of stating their current rates
(and the dates these ratesbecome
effective) instead of their estimated
rates. Accordingly, the Department has
revised the section. It now requires
HMOs to state either (a) their current
rates, including copayments, if any, for
basic (and uniformly included
supplemental) health services and the
dates these rates became effective, or
(b) their estimated rates for these
services.

5. Proposed § 110.803(d) would have
required the employing entity to
respond, within 30 days of receipt of a
request by an HMO for inclusion, with
information enabling the HMO to
determine whether the employing entity
is required to offer the HMO option
upon proper request.

The comments received by the
Department as to this proposal and its
responses thereto are as follows: (a) A
number of commenters requested that
the proposed 30 day response period be
extended to assure that the employing
entity had sufficient time to gather the
necessary information. The Department
agrees that a longer response period
would be beneficial and has changed
the 30 day response period to 80 days.
The Department has extended similarly
to 60 days the proposed 30 day period in
§ 110.803(e), which applies to the length
of time the employing entity has to
notify the HMO when it has concluded
that the HMO's request Is inadequate;
(b) Two commenters recommended that
since an employing entity Is not subject
to section 1310 of the Act unless 25 or
more of its employees reside In the
service area of the HMO, such an entity
should be required to include
information regarding its employees'
health benefits plan only if it has 25 or
more employees who reside within the
service area of the HMO. The
Department agrees with this comment
and has incorporated this change into
the regulation; (c) One commenter
requested that, in order to inform the
HMO more precisely, the employing
entity should include, in addition to its
contribution levels, the dates on which
they became effective. The Department
agrees that this information would be
helpful to the HMO In deciding how to
proceed with its request for inclusion in
the employing entity's health benefits
plan and has incorporated this
requirement in the final regulations; and
(d) One commenter requested that
private employers, in addition to public

entities, be required to furnish the HMO
with a description.of the health benefits
that are required to be included in
health benefits plans under State law or
regulation. The Department notes that
the reason that the regulation is limited
to public entities is that there are laws
or regulations in some States requiring
certain benefits, including limitations
and exclusions, that are applicable only
to employees of public entities, in-
contrast with those laws or regulations
requiring certain benefits that are
applicable to all employees in a State.
Since the Department believes that this
latter, more general type of information
Is readily available to HMOs, it does not
find it necessary to increase the burden
on private employers by requiring them
to furnish this information to the HMO.

8. Section 110.803(e) pertains to the
notification of the HMO by the
employing entity that the HMO's request
for inclusion is inadequate. As noted
above in section 5, the section has been
modified, in response to public
comment, to allow the employing entity
80 days to notify the HMO. Three
commenters objected to this proposed
section on the grounds that the HMO,
and not the employing entity, should be
responsible for submitting a valid
request. The Department notes that the
HMO is. of course, responsible for
submitting an accurate request for
inclusion. However, the Department
believes that. if the employing entity
intends to refuse to include the HMO
alternative in its health benefits plan
because it believes the IMIO's request
to be insufficient, it is only reasonable
that the entity notify the HMO of the
basis for its conclusion.

One commenter recommended that
employing entities be allowed, as a
condition of the lIMO's participation in
the health benefits plan, to make their
own determinations as to the fiscal
soundness of an HMO which has
requested inclusion. The Department
believes that this type of scrutiny of an
HMO is unnecessary. It notes that
federally qualified HMOs are required.
under § 110.106(a) of the regulations, to
have fiscally sound operations and that
the Department monitors carefully their
compliance with that requirement.
Moreover. to permit each employing
entity to make this determination as a
requirement for the HMO's inclusion in
the health benefits plan would lead to
inconsistent determinations and would
undermine the purposes of section 1310
by allowing the exclusion of HMOs that
the Department has determined are
eligible for inclusion.

7. Section 110.803(f) describes when
an HMO must submit anew request for
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inclusion. in a health benefits plan of an
employing entity. Four commenters
recommended that, regardless-of.
whether any employees enrolL inihe
HMO during the initial offering, the
entity shouldibe require&to continue-to
offer the HMO during the entire health
benefits year so that new employees,
transfers, and others who subsequently
become eligible to enroltin the HMO
(see § 110.806(e)(2) for a complete list]
have the opportunity to do sb. Other
commenters took the opposite position;
namely, that if the HMO does not get
any enrollees during the initial offering
period, it should have to submit a new
request in order for any subsequently
eligible employees to enroll. The
Department believes that the former
position reflects accurately the purposes
of section 1310 of the Act in that it
assures that more employees will be
offered the option of membership in a
qualified HMO. Accordingly, the "
regulation has been changed to require
that the employees described in
§ 110.806(e)(2) begiven the opportunity
to enroll in the HMO during the entire
health benefits year, regardless of
whether any other employees. of that
entity have enrolled previously in the
HMO.

8. Section.110.804 sets forth the details
of how the HMO option is to be offered
by the employing entity to its
employees. One commenter suggested
that, as a condition to the offering of the
HMO, the HMY should be required to
execute'a contract with, the employing
entity binding the HMO to assure the
delivery of health services, to employees
who subsequently-enroll in. the HMO.

,The Department notes that, in order to
obtain Federal qualification, anlIMO
must provide assurances satisfactory to
the Secretary that it will irrange for the-
provision of all medibally necessary
basic health services to its members.
(See § 110.102(a)). Since the Department
monitors, on an ongoing basis, the
compliance of HMOs with their,
assurances, it does not believe that the
contract suggested above between the
employing entity and the HMO is
necessary.

9. Section 110.805 describes which-
HMOs must be included in a health
benefits plan. Paragraph (c) of this
section, which is intended-to promote
competition among HMOs, describes
alternate HMOs which may be offered
by the employing entity instead of an
HMO which made a timely request. A
new section (c)(4) was proposed to-limit
the alternate HMOs which were
otherwise eligibfe to be offered to those
which were "included-in the-health
benefits.plan on terms no less favorable

to the employing.entity's employees,
(with regard to. the employing entity's
monetary contribution) than those on
which the HM submitting the timely
request would havebeen included." A
number ofcommenters objected tor and
-suggested deletion of the proposed
§ 110.805(c)(4). They stated'that the
phrase "no less-favorable" was
ambiguous and could result in the
offering of an alternate HMO that, even
though the employer's monetary
contribution was no less. favorable to
the employee, (a) underbid. the timely
HMO'by offering employees a less
favorable package of health benefits, or
(b) was less favorable to employees in
thatit would cost them more out-of-
pocket (e.g. for copayments). ;,
* The Department, while noting that

§ 110.805(c)(4) was intended to protect
employees, acknowledges-.that the

- provision fails to contribute to that end
because it does not protect employees in
situations such as those described
above. The Department has decided to
delete this provision because of the
difficulties inherent in. trying to
determine on a qualitative basis
whether a plan is less favorable to an
employee, and because it is not
convinced that there is a problem with
employer behavior in this regard.
However, the Department is interested
in receiving information from the public
as to-whether § 110.805Cc) is being used
in a manner. that affects employees
adversely. Upon receipt of such
comments, it wilLreconsider what
action, if any, is appropriate.10. Section1i0.806(a) requires that
each employing entity provide each
qualified HMO-which is included in its
health benefits plan with "fair and
reasonable" access to eligible -

employees. The section then details
what, at a minimum, this access shall
include. While- one commenter wanted
the HMO's access to employeeato be
more flexible,,others suggested that the
term be definedin specific detail. The
Department believes that the regulation
adequately defines access by setting
forth the minimum requirements for fair
and reasonable access. Itnotes that an
employing entitymay, of course, agree
to permit the HMO more favorable
access than that required-by the
regulation.

.11. Section 110.806(c), which sets forth
the rules. for the group enrollment
period, requires the, employing entity to
have a group enrollment period with no
waiting periods or exclusions or
limitations based on health status- as a
condition of enrollment in the HMO or
transfei to non-HMO coverage-from an
HMO. Two! commenters !recommended-

changing this section to allow a
prospective HMO enrollee to remain
with his original carrier if on the
effective date of change to HMO,
coverage the enrollee is an inpatient and
the original carrierresponsibility
continues through confinement. The
Department notes that it has no
authority to mandate the application of
coordination of benefits agreements,
However, as stated in § 110.806(c),
nothing in these regulations prohibits
voluntary agreements between iMOs
and other carriers which are included In
the health benefits plan, such as the one
suggested above.

12. Section 110.806(d), as proposed,
required the employing entity to "assure
that employees selecting the option of
HMO membership will not, because of
this selection, lose their eligibility for
other health benefits, such as dental or
prescription drug coverage, for which
they were previously eligible or would
be eligible if selecting a non-HMO
option and which are not included in the
services provided by the HMO oxi a
prepaid bisis." This requirement, for
convenience, will be referred to below
as the "continued eligibility"
requirement.

Twenty commenters addressed the
continued eligibility requirement in their
letters. The comments are summarized
as follows: (a) One commenter urged the
Department to retain the language as
proposed, citing the requirement as
critical for HMOs to compete in the
marketplace; (b) one commenter, while
approving the proposed regulation,
urged its expansion to-assure eligibility
for any employment-related benefits, (c)
five commenters objected to the
provision, claiming it would unduly
burden and result in additional .,
administrative costs to'employers: (d)
eleven commenters felt the proposed
regulation should be limited to "free-
standing" or "self-contained" benefits,
that is, benefits which are offered as a
separate, discrete package and not
integrated into a basic medical
insuranc& policy or a major medical
plan; many of these commenters
requested clarification as to the level
and scope of benefits the Department
was proposing be subject to the
requirement; and (e) four commenters
urged that the requirement apply only to
free-standing benefits, except that
dental benefits should be extracted from
a comprehensive package of Indemnity
benefits because the dental benefit Is
"significant."

The Department notes that the
purpose of section 1310 and its
implementing regulations is to assure.
that employees-are given a true option
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to choose among competing alternatives
in health benefits plans, including
HMOs. The continued eligibility
requirement, which assures that
employees who choose to enroll in an
HMO are not penalized by that choice
with respect to free-standing health
benefits available to employees is,
among other provisions, a means of
achieving that statutory purpose.

In light of the public comments
received, however, the Secretary has
revised the regulation to require an
employing entity, at the request of the
HMO, to provide for continued
eligibility only as to those benefits
which are "free-standing" and not
offered by the HMO to its members as
part of the HMO benefit package. The
term "free-standing" is defined at
§ 110.806(d){2). Further, the provision at
§ 110.806(d) is applicable only when the
HMO does not offer a particular health
benefit in whole or in part. Because, in
the experience of the Department, this is
most likely to occur with respect to the
offering of three distinct health benefits,
prescription drugs, dental services, and
optical services, the Department has
limited the applicability of § 110.806(d)
to these benefits. Should the public
submit information regarding any other
free-standing health benefits for which
employees selecting the HMO option
would be likely, in the absence of the
continued eligibility requirement, to lose
their eligibility, the Department will
consider further rulemaking to broaden
the requirement.

In view of the response that this
proposed section elicited, the
Department believes that it is
appropriate to clarify this section by
adding to the regulation specific
examples of what the employing entity
is, and is not, required to continue to
make available to its employees
selecting an HMO option. This addition
to the regulations includes examples
showing when the employing entity is
reqired to continue to make available
the free-standing benefits not available
through the HMO to its employees
because the HMO option being offered
does not provide for any level of that
particular benefit. The regulation also
includes examples showing when the
employing entity need not continue to
make available the free-standing, non-
HMO coverage to employees selecting
the HMO option.

In addition, as noted in one of the
examples under § 110.806(d), nothing in
this regulation requires that the
coverage for the free-standing benefit be
made optional (or mandatory] for
employees selecting the HMO option if
coverage for the benefit is not optional

(or mandatory) for employees selecting
the non-HMO option.

The Department also notes that
§ 110.806(d) does not address whether
the employing entity must continue to
make available to employees who seleot
the HMO option non-health related
benefits, such as life or disability
insurance. While the Department has
decided not to include in these
regulations a requirement that
employing entities continue to make
these non-health benefits available, It is
concerned that any employing entity
that does not do so may be acting in a
manner inconsistent with other Federal
statutes. The Department intends to
report any discriminatory or anti-
competitive conduct to the appropriate
Federal agencies for monitoring in this
regard. Moreover, it notes that under
§ 110.806(c), the employing entity may
only exclude from its contribution to the
HMO option those portions of the
contribution allocable to benefits (either
related to health or not) for which
eligible employees continue to be
covered notwithstanding selection of the
HMO option.

Finally, the Department notes that,
while it is now limiting this requirement
to free-standing benefits, the HMO and
employer may agree to give employees
access to coverage for an "integrated"
benefit.

13. Section 110.806(e)(2) specifies
when the employng entity shall make
available the opportunity to select
among different existing alternatives
within a health benefits plan outside of
the group enrollment period. Proposed
§ 110.806(e)(2)(ii] specified that this
opportunity must be provided, among
others, to eligible employees who, "have
been transferred or have changed their
place of residence, resulting in * * *
loss of membership in a qualified HMO
in which they were previously enrolled."
A commenter noted that this language
would not have given an otherwise
eligible employee the opportunity to
select a new option if he or she
transferred or moved out of the service
area of the HMO in which he or she was
enrolled and was allowed by that HMO
to retain membership. While this
employee would not have lost
membership in a qualified HMO. the
services of the HMO would not longer
be readily available and accessible
since the employee would reside outside
the HMO's service area. In order to
accommodate this situation, the
Department has changed the phrase,"resulting in loss of membership in a
qualified H-MO in which they were
previously enrolled" to "resulting in
residence outside the service area of a

qualified HMO in which they were
previously enrolled."

14. Section 110.806e)(2](iii) requires
the employing entity to make available
the opportunity to select among different
existing alternatives within a health
benefits plan to eligible employees who
are covered by any alternative which
ceases operation. One commenter felt
this requirement should be deleted since
it placed an unreasonable burden on
employing entities. Another commenter
suggested that the provision be
amended to allow for a reasonable
period of time for the transition of these
employees to a new health benefits
option. Since the Department believes
that the section as proposed is
reasonable in light of the importance of
assuring that all employees are provided
the opportunity for continuous health
care coverage, it has not changed this
section.

15. Two different proposed sections
addressed the determination of which
supplemental health services were to be
included with the required basic health
services in the HMO's prepaid benefit
package. Proposed § 110.806(f)(3] would
have allowed the HMO to select, for all
employees, the supplemental health
services to be included as part of its
prepaid benefit package. Proposed
§ 110.808(a](3) would have allowed the
HMO to add supplemental health
services to its prepaid benefit package if
the amount of the HMO's premium is
less than the employing entity's
contribution to the HMO alternative. A
number of commenters objected to these
proposed rules on the following grounds:
(a] They would only only increase the
cost of health care but also eliminate the
potential cost savings of offering an
HMO, which is a major reason for the
attractiveness of HMOs to employing
entities; and (b) The inclusion of
supplementals is more properly a
subject for the negotiation process, in
fact, allowing the HMO to select
supplemental defeats the provisions of
§ 110.806(f) (1) and (2). Which give the
employing entity the right either to
negotiate the supplemental health
services to be offerd through its
collective bargaining process or to select
them through the same decision-making
process it uses with respect to the non-
H1MO alternatives in its health benefits
plan.

The Department notes that the HMO
Amendments of 1976 (Pub. L. 94-460
amended section 1301(b](1] of the Act to
allow HMOs to include supplemental
health services in their basic health
services provided to their members for a
basic health service payment. The
Conference Committee, in its report

72515



72516 Federal Register / Vol. 45, No. 213 / Friday, October 31, 1980 / Rules and Regulations

adopting this provision as proposed by
the House of Representatives, noted that
the provision was necessary because
"there are some States which require
HMOs under State law to offer services
which are not includgd among the
defined basic health services." (H.R.
Rep. #94-1513, 94th Cong., 2d Sess. 19
(1976)]. The House Committee, in its
report, explained its amendment by
stating that "(It) would simplify the
marketing of benefits by HMO's (sic)
allowing them to choose a single
benefits package which was competifive
in the area which is served and to
market that single package to all of its
members. The present requirements
(making the choice optional with
members) have proved cumbersome for
HMO's (sic) which find that each
member, or group of members choosesa
different set of supplemental health
services for which to contract, with the
result that the HMO must provide and
administer a great variety of different
benefit packages to its different groups
of members." (H.R. Rep. #94-518, 94th
Cong., 1st Sess. 16 (1975)).

Thus, the legislative -history shows
clearly that Congress intended to allow
HMOs to determine on a non-negotiable
basis which supplemental health
services to include in their prepaid
benefit packages, if those supplemental
services are (a) required to be offered
under State law or (b) included

. uniformly by the HMO in the prepaid
benefit package offered to all of its
members.

Given this background, the
Department has concluded that it is
inappropriate to provide that the
offering of all supplemental health
services by the HMO is subject to
negotiation. However, it does believe
that it is consistent with section
1301(b)(1) of the Act and its legislative
history to limit the HMO's right to
determine on a non-negotiable basic
which supplemental health services to
include to the two situations described
above.

In addition, based on the revision to
§ 110.806(d) ("Continued availability of
other health benefits") described in item
#12 above, the Department has
concluded that a conforming
amendment to this provision is
appropriate. Accordingly, the
Department has added a third situation
in which the HMO may require the
offering of certain supplemental health
services as part of its basic health
services package: When coverage for
the supplemental health service at issue
is available through the non-HMO
option and that coverage is not
available to employees selecting the'

HMO option. For example, if the
coverage is available in an integrated
(i.e., not free-standing) health service
benefit plan, and thus is not required by
§ 110.806(d) to be made.available to
employees selecting the HMO option,
the HMO may require the offering of this
supplemental health service as part of
its prepaid health services package. This
result would also occur if the HMO and
the employer had mutually agreed that
the continued availability requirement
of § 110.806(d) would not be applied
with respect to a given supplemental
health service.

"A supplemental health service which
did not fall in any of the three categories
described above would properly be the
subject of negotiation between the
employing entity and the HMO, as well
as the collective bargaining process, if
any. The Department believes that this
approach not only furthers the
legislative intent by reducing the
administrative burden on HMOs, but
also does not interfere unduly with the-
employing entity's collective bargaining
or other decision-making processes.
Accordingly, § 110.806(f)(3) has been
modified to reflect this approach.

Further, in light of the analysis set
forth above, the Department has
reconsidered the appropriateness of
proposed § 110.808(a)(3) (which would
have allowed HMOs to add prepaid
supplemental health services so as to
raise its premium up to the amount of
the employing entity's contribution to
the non-HlMO alternative). Consistent
with the revision to § 110.806(f)(3),
proposed § 110.808(a)(3) has been
deleted.

16. Section 110.808(a) sets-forth the
general principles for determining the
employing entity's contribution to the.
HMO option. Proposed subparagraph (2)
of that section stated that the amount of.
this contribution shall be equal, in terms
of dollars, "to the largest amount of
'contribution per employee paid to any
other option which is available to all
eligible employees included in the health
benefits plan * * *" (up to the amount
of the HMO's premium). A number of
commenters noted that using "all
eligible emplyeei" as a standard for
determining contribution was not only
inequitable but also would have an
inflationary impact on those companies
which determine their contributions
based on the earning levels of each
particular employee. Since the
Department agrees with these
commenters, it has changed
§.110.808(a)(2) to require contribution by
the eniploying entity based on the"
largest amount of contribution "for that
individual employee".'

\

17. Proposed § 110.808(a)(4) (now
§ 110.808(a)(3)) required the employing
entity to increase the amount of its
contribution for the HMO option
whenever its contribution to other
alternatives in its health benefits plan
increases (up to the amount of the HMO
premium). A number of commenters
objected to this provision because they
believe it to be inflationary and likely to
be detrimental to the relationship
between HMOs and employers, They
also pointed out that applying this
requirement in the middle of the health
benefits year might result in altering an
employing entity's contribution which
was fixed by a contract with the HMO,
Other commenters suggested that the
Department add that the employing
entity has the right to decrease the
amount of its contribution for the HMO
option whenever its contribution to
other health plan alternatives decreases.

The Department believes that those
comments have merit with respect to the
proposed rule's applicability to the case
where the employing entity's
contribution to the HMO option Is fixed
by contract. Accordingly, the
Department had decided to modify the
provision. The employing entity is now
required to increase its contribution to
the HMO option during the health
benefits year unless (a) the employing
entity's contribution is fixed by contract
or other arrangement with the HMO, or
(b) the employing entity and HMO come
to any other agreement on this issue. Of
course, if the employing entity's
contribution to the non-HMO alternative
is to be revised only prospectively for
the following health benefits year, then
this revised contribution is to be used in
determining the employing entity's
contribution for the HMO premium. (See
§ 110.808(g)(1).) The Department also-
notes that while nothing in the statute or
regulations prohibits an employing
entity from decreasing its contribution
to the HMO option at the time that its
contribution to its other alternatives
decreases, the parties may, of course,
provide otheiwise.

Finally, the Department encourages
HMOs and employing entities to make
provisions in advance on the subject of
adjustments to the contribution rate in
the event that the employing entity's
contribution to other alternatives in its
health benefits plan changes midterm
during the health benefits year. It
believes that agreement in advance on
this issue would be beneficial-to the
relationship between HMOs and
employing entities,

18. At the same time that the proposed
subpart H rules were published,
§ 110.809 was promulgated as a final
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regulation. (41 FR 42082, July 18,1979).
This section sets forth the conditions
under which an employer must arrange
for its employees' contributions for
membership in a qualified HMO to be
paid through payroll deductions.
Although § 110.809 was effective
immediately, it was also included in the
NPRM, and the Department requested
comments on it as well as on the
proposed amendments to subpart H. The
Department received the following
comments on this provision: (a) A
recommendation for deletion on the
basis that the cost of setting up payroll
deductions for a number of small HMOs
would be prohibitive; (b) a suggestion
that a grace period of one-year be
allowed for an employer to implement a
payroll deduction system where one
does not presently exist and (c) a
suggestion that a minimum number of
enrollees in the HMO be required before
the employing entity had to offer a
payroll deduction. The Department
notes that neither the statute (section
1310(c)) nor the regulation requires an
employing entity to institute a payroll
deduction system for HMO enrollees if it
doesn't already provide such a system
for paying employees' contributions for
other options in the health benefits
plans. The first and second suggestions
are therefore not appropriate. The
Department cannot adopt the suggestion
in the third comment because it is
inconsistent with section 1310(c).

19. The Department has also made
certain minor technical and editorial
changes.

The Assistant Secretary for Health of
the Department of Health and Human
Services, with the approval of the
Secretary of Health and Human
Services, amends 42 CFR Part 110,
Subpart H, as set forth below.

Dated: June 30,198.
Julius B. Richmond,
Assistant Secretary for Health.

Approved: October 2. 1980.
Patricia Roberts Harris,
Secretary.
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§ 110.801 Definiuons.
In addition to the terms defined in

§ 110.101 and 110.602, as used in this
subpart:

"Bargaining representative" means a
representative designated or selected for
the purposes of collective bargaining
under the National Labor Relations Act,
as amended. (29 U.S.C. 151 et seq.) or
under the Railway Labor Act, as
amended, (45 U.S.C. 151 et seq.) or under
a public entity collective bargaining
agreement, or under the laws of any
State or political subdivison thereof, or
other employee representative
designated or selected under any law.

"Carrier" means a voluntary
association, corporation, partnership, or
other organization which Is engaged in
providing, paying for, or reimbursing all
or part of the cost of health benefits
under group insurance policies or
contracts, medical or hospital service
agreements, membership or subscription
contracts, or similar group
arrangements, in consideration of
premiums or other periodic charges
payable to the carrier.

"Collective bargaining agreement"
means an agreement entered into
between an employing entity and the
bargaining representative of its
employees, and includes agreements
entered into on behalf of groups of
employing entities with the bargaining
representative of their employees in
accordance with the provisions of the
National Labor Relations Act, as
amended (29 U.S.C. 151 et seq.), or the
Railway Labor Act, as amended. (45
U.S.C. 151 et seq.) or the laws of any
State or political subdivision thereof.

"Designee" means any person or
entity authorized to act on behalf of an
employing entity or a group of
employing entities to offer the option of
membership in a qualified health
maintenance organization to their
eligible employees.

"Eligible employee" means an
employee who is eligible to participate
in a health benefits plan.

"Employee" means any individual
employed by an employer or public
entity on a full- or part-time basis.

"Employer" shall have the meaning
given that term in Section 3(d) of the
Fair Labor Standards Act of 198. as

amended. (29 U.S.C 203(d), 203(x)),
except that the term "employer" does
not include (1) the Government of the
United States, the government of the
District of Columbia or any territory or
possession of the United States, a State
or any political subdivision thereof, or
any agency or instrumentality (including
the United States Postal Service and
Postal Rate Commission) of any of the
foregoing; or (2) a church, convention or
association of churches, or any
organization operated, supervised, or
controlled by a church, convention, or
association of churches which
organization (i) Is an organization
described in section 501(c)(3) of the
Internal Revenue Code of 1954, and (ii)
does not discriminate (A) in the
employment, compensation, promotion,
or termination of employment of any
personnel, or (B) in the extension of staff
or other privileges to any physician or
other health personnel. because such
persons seek to obtain or obtained
health care, or participate in providing
health care, through an HMO.

"Employing entity" means an
employer or public entity.

"Employing entity-employee contract"
means a legally enforceable agreement
(other than a collective bargaining
agreement) between an employing entity
and its employees for the provision of,
or payment for, health benefits for its
employees, or for its employees and
their eligible dependents.

"Group enrollment period" means the
period of at least 10 working days each
calendar year during which each eligible
employee is given the opportunity to
select among the alternatives included
in a health benefits plan.

"Health benefits" means health
benefits and services.

"Health benefits contract" means a
contract or other agreement between an
employing entity or a designee and a
carrier for the provision of. or payment
for, health benefits to eligible employees
or to eligible employees and their
eligible dependents.

"Health benefits plan" means any
arrangement for the provision of, or
payment for, any of the basic and
supplemental health benefits described
in § § 110.102 and 110.103 of this Part
offered to eligible employees, or to
eligible employees and their eligible
dependents, by or on behalf of an
employing entity.

"Public entity" means a State as
defined by section 2(f) of the Public
Health Service Act (42 U.S.C. 201(f)). a
political subdivision of a State, or any
agency or instrumentality of the
foregoing. "Political subdivision"
includes counties, parishes, townships,
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cities, municipalities, towns, villages,
and incorporated villages.' -

"To offer a health benefits plan"
means to make participation in a health
benefits plan'available to eligible
employees, or to eligible employees and
.their eligible dependents, and to make a
financial contribution to the plan'
whether the financial contribution by
the employing entity on behalf of these
employees is made directly or indirectly,
(e.g. through payments on any basis into
a health and welfare tust fund).

§ 110.802 Applicability.
The regulations of this subpart apply

in each calendar year to:
(a) Each employer which was required

during any calendar quarter of the
previous calendar year to pay its '
employees the minimum wage specified
by Section 6 of the Fair Labor Standards
Act of 1938 (or would have been
required to pay its employees the
'minimum wage but for Section 13(a) of
that Act) and which during any calendar
quarter of the previous calendar year
employed an average of not less than 25
employees; and

(b) Each public entity, as a condition
of the payment to the State of funds
under Sections 314(d), 317, 318, 1002,
1525, or'1610 of the Public Health
Service Act, which during any calendar
quarter of the previous calendar year
employed an average of not less than 25
employees, if the employer or public
entity:

(1) Offers, or if there is offered on
behalf of the employer or public entity,
in the calendar year beginning after any'
calendar quarter of the previous
calendar year in which the employer or
public entity employed an average of
not less than 25 employees, a health
benefits plan to its eligible employees;
and
({] Has received'a written request for

inclusion in the employer's or public
entity's health benefits plan (which
request meets the requirements of
§ 110.803) from one or more qualified
HMOs which provide basic health
services in an HMO service area in
which at least 25 employees of the
employer or the public entity,
respectively, reside.

§ 110.803 Requirements fora request for
Inclusion of the HMO option in a health
benefits plan; employing entity response. -

(a) Time limitations. (1) Unless
otherwise agreed to by the HMO and

* the employing entity or designee, an
HMO's request for inclusion in an
employing entity's health benefits plan
must be received by-the employing
entity or designee no more than 365
days and not less than 180 days before

the expiration or renewal date of a
health benefits contract or employing
entity-employee contract, and no more
than 365 days and not less thin 180 days
before the expiration date of a collective
bargaining agreement, or in the case of a
public entity, such longer period as may
be prescribed by'State law.

(2) For the purposes of this paragraph:
(i) A collective bargaining agreement

that is automatically renewable or
without fixed term shall be treated as
having an expiration or renewal date on
the earliest anniversary date of the'
collective bargainng agreement.

(ii) A collective bargaining agreement
that is for a fixed term in excess of one
year and provides thal its terms
regarding health benefits may be
renegotiated during the term of the
agreement shall be treated as having an
expiration or renewal date at the time
provided by the agreement for
discussion of these changes.

(b) To whom the written request is to
be directed. The request for inclusion
must be in writing and (1) in the case of
an employer, be directed specifically to
the employer's managing official at the
employer site being olicited or to the
employer's designee; and (2) in the case
of a public entity, be directed to the
Chief Executive Officer of the public
entity, or to the public entity's designee.

(c) Information which the request
must include. The-request must (1)
Provide evidence that the Secretary has

2 determined that the HMO is a qualified
HMO in accordance with section 1310(d)
of the Act and Subpart F of this part;
' (2) Describe the HMO's service area
or proposed Service area and give the
dates basic and supplemental health
services will be provided in the area or
areas;

(3) Indicate whether the services of
health professionals which are provided
as basic health services are provided
through health professionals who are (i)
members of-the staff of the organization,
or Iii) members of a medical group(s), or
(iii) members of an individual practice
association(s), or (iv) health
professionals who have contracted with
the HMO for the provision of these .
services or (v) any combination of the
above;

(4) If the HMO provides health
services through an individual practice
association(s), provide a listing of
inember pliysicians by name, specialty,
and whether they are accepting new
patients from 'the MliO membership.
This listing must be current within 90
days of the date of the request for
inclusion;(5) If the HMO provides health
services other than through an
individual practice association, provide

for each ambulatory care facility the
facility's address, days and hours of
operation, a statement whether It Is
accepting new patients from the HMO
membership, and the names and
specialities of the facility's providers of
basic and supplemental health services.
This information must be current within
90 days of the date of the request for
inclusion;

(6) List'the hospitals where HMO
members will be provided basic and
supplemental health services:

(7) Identify (i) the nature of the HMO
entity, i.e., for profit or non-profit, public
or private, sole proprietorship,
partnership, or stock or non-stock
corporation, , (ii) the members of the
HMO's policymaking body, and (ill) the
principal managing officer of the HIMO;

(8) Provide a statement of the HMO's
capacity to enroll new members and the
likelihood of any future limitations on
enrollment;

(9) Provide the HMO's most recently
audited annual financial statements;

(10] Provide proposed implementing
agreements between the HMO and the
employer, public entity, or designee for
the HMO offering;

(11) Provide sample copies of
solicitation brochures and membership
literature which will be used in the offer
of the HMO alternative to employees;

(12) State either (i) the HMO's current
rates, including copayments, if any, for
basic (and uniformly included
supplemental) health services and the
dates these rates became effective, or
(ii) the HMO's estimated rates for these
services.

(d) Employing entity response. An
employing entity or designee shall
respond in writing to an HMO's request
for inclusion no later than 60 days after
the receipt of the request and shall state
whether the employing entity has 25 or
more employees Who reside within the
service area of the HMO. If so, the
employing entity or designee shall also
state the expiration.or renewal dates of'
its health benefits contracts, employer-
employee contracts, and public entity-
employee contracts covering these
employees, the amount of the employing
entity's current contribution (and, where
applicable, the employee's contribution)
for health benefits, including the dates
those contribution levels became
effective, and the expiration dates of
any collective bargaining agreements
covering these employees. In addition,
in this response, a public entity or Its
designee shall furnish the HMO with a
description of health benefits, Including
limitations and exclusions, required
under State law or regulation for health
benefits plans for employees of the
public entity.
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(e) Effect of inadequate request. If the
request for inclusion does not meet the
requirements of paragraphs (a)-(c) of
this section, the employing entity is not
required to include the HMO alternative
in its employees' health benefits plan
under § 110.805 until the HMO makes its
request in accordance with those
paragraphs. In such a case, the
employing entity or its designee shall,
within 60 days after receipt of the
request, notify the HMO in writing of the
basis for its conclusion that the request
does not meet the requirements of
paragraphs (a}-{c) of this section.

(f) New request for inclusion. If an
employing entity includes the HMO
alternative in a health benefits plan in
accordance with a request meeting the
requirements of paragraphs (a]-{c) of
this section, the employing entity shall
offer the HMO alternative to the
employees described in § 110.806(e](2)
during the entire health benefits year.
However, if no employees enroll during
the health benefits year, the HMO
seeking inclusion in the health benefits
plan for subsequent enrollment periods
shall submit a new request in
accordance with paragraphs (a)-{c) of
this section.

(g) Discretionary offering of HMO
alternative. Nothing in this subpart'
prevents the employing entity or
designee from offering the HMO
alternative at any time by mutual
agreement with the HMO.

§ 110.804 Offer of HMO option to
employees.

(a) Inclusion of HMO option. An
employing entity subject to § 110.802
shall, at the time a health benefits plan
is offered to its eligible employees,
include in the plan the option of
membership in qualified HMOs in
accordance with this section.

(b) Employees to whom the HMO
option must be offered. Each employing
entity subject to this subpart shall offer
the option of membership in a qualified
HMO to each eligible employee, or to
each eligible employee and his or her
eligible dependents, who reside within
the service area of the qualified HMO
being offered.

(c) Manner of offering the HMO
option. (1) For the employees of an
employing entity subject to this subpart
who are represented by a bargaining
representative, the offer of membership
in a qualified HMO (i) must first be
made to the bargaining representative,
and (ii) if the offer is accepted by the
representative, must then be made to
each represented employee.

(2) For those employees not
represented by a bargaining
representative, the offer must be made

directly to those employees in
accordance with this subpart.

§ 110.805 HMOs which must be Included in
a health benefits plan.

(a] HMOs providing basic health
services through varying arrangements
with health professionals. If more than
one qualifed HMO engaged in the
provision of basic health services in an
area in which eligible employees of an
employing entity subject to this subpart
reside has requested inclusion in the
employer's or public entity's health
benefits plan as provided by
§ 110.802(a)(2)(ii), and if:

(1) One or more of these organizations
provides basic health services through
physicians or other health professionals
who are members of the staff of the
organization or a medical group for
groups), and

(2] One or more of these organizations
provides basic health services through
(i) an individual practice association (or
associations), or (ii) a combination of
such an association (or associations),
medical group (or groups], staff, and
individual physicians and other health
professionals under contract with the
organization, then, of the qualified
HMOs included under this section in a
health benefits plan of an employing
entity subject to this subpart, at least
one shall be an organization which
provides basic health services as
described in subparagraph (1) of this
paragraph and at least one shall be an
organization which provides basic
health services as described in
subparagraph (2) of this paragraph. For
purposes of this paragraph, individual
physicians and other health
professionals who have contracted with
the HMO do not include health
professionals who are members of the
HMO's staff, of medical groups, or of
entities which would be medical groups
but for the requirements of
subparagraph (3)(i) of the definition of
medical group in § 110.101.

(b) Additional HMOs which must be
included. An employing entity subject to
this subpart shall offer the option of
membership in additional qualified
HMOs to its eligible employees.
described in subparagraphs (1) and (2)
of this paragraph. if the additional
qualified HMOs demonstrate that their
service areas include the place of
residence of at least 25 employees of the
employing entity:

SThese requirements are that the members of the
medical group "as their principal professional
activity (over 50 percent individually) engage in the
coordinated practice of their profesaion and as a
group responsibility ha. e substantial responsibdity
(over 35 percent in the agregate of their
professional acti% ityl for the delivery of health
services to members of an HMO

(1) Who do not reside in the service
area of qualified HMOs already
included in the employing entity's health
benefits plan: or

(2) To whom membership in qualified
HMOs already included in the health
benefits plan is not available because
these liMOs have closed their
enrollment of additional eligible
employees of the employing entity.

(c] Alternate Ml1Os which may be
included. An employing entity subject to
this subpart is not required to include in
the health benefits plan offered to
eligible employees the option of
membership in the specific qualified
HMO which initiated the request for
inclusion in the health benefits plan if
(1) the employing entity or designee
includes in the health benefits plan the
option of membership in one or more
other qualified HMOs that may not have
made a request within the time limit of
§ 110.803(a) but are willing to be
included. (2) these latter HMOs are of
the same type (i.e., as described in
paragraph (a)(1) or (2) of this section] as
the HMO which submitted the timely
request, and (3) all of the employees of
the employing entity residing in the
service area of the HMO submitting the
timely request reside in areas served by
these latter HMOs.

§110.806 How the HMO option sto be
Included In the health benefits plan.

(a) HAMO access to employees. The
employing entity shall provide each
qualified HMO which is included in its
health benefits plan with fair and
reasonable access, not less than 30 days
prior to and during the group enrollment
-period, to employees referred to in
§ 110.804(b) for purposes of presenting
and explaining its program in
accordance with § 110.108(c) of this Part.
This access shall include, at a minimum,
the opportunity for the distribution of
educational literature, brochures,
announcements of meetings, and other
relevant printed materials meeting the
requirement of § 110.108(c) to each
employee referred to in § 110.804(b). In
no event shall the employing entity
provide qualified HMOs access to
eligible employees which is more
restrictive or less favorable than the
access it provides other offerors of
alternatives included in the health
benefits plan, whether or not these
offerors elect to avail themselves of ihat
access.

(b) Review of HMO offering
materials. The HMO shall give the
employing entity or designee the
opportunity to review, revise, and
approve HMO educational and offering
materials before distribution. Revisions
shall be limited to correcting factual
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errors and misleading or ambiguous
statements, unless otherwise agreed to
by the HMO and the employer or public
entity or designee, or as may be required
by law. The employing entity or '
designee shall complete promptly any of
these revisions in the offering material
so as not to delay or otbierwise interfere
with the group enrollment period.

(c) Group enrollment period;
prohibition of waiting periods,
exclusions, and limitations. An
employing entity or designee including
the optio of membership in a qualified
HMO under this subpart as part of the
health benefits plan offered to its
eligible employees shall provide for a
group enrollment period, prior to the
effective date of the HMO coverage
established under paragraph (g) of this
section, without application of waiting
periods or exclusions orlimitations
based on health status as a condition of
enrollment in the HMO or transfer to
non-HMO coverage from an HMO.
Nothing in this subpart precludes the
uniform application of coordination of
benefits agreements between the IMOs
and the other carriers which are
included in the health benefits plan.

fd) Continued availability of other
.health benefits. (1) At the request -of a
qualified HMO, the employing entity or
its designee shall provide that
employees selecting the option of HMO
membership will not, because of this
selection. lose their eligibility for free-
standing dental, .optical, or prescription
drug benefits for which they were
previously eligible or would be eligible if
selecting a non-HMO option and-which
are not included in the services provided
by the IMO to its members as part of
the HMO prepaid benefit package.

(2) For purposes of this paragraph, the
term "free-standing" refers to a benefit
which (i) is not integrated or
incorporated into a basic health benefits
package' or major medical plan, and (ii)
is either (A) offered by a carrier other
than the one offering the basic health
benefits package or major medical plan,
or (B] subject to a separate premium
from the premium for the basic health
benefits package or major medical plan.

Illustrative Examples: Set forth below are
examples of the employing entity's obligation
with respect to the continued eligibility of
employees selecting the HMO option for
these free-standing health benefits:

1. The health benefits plan includes a free-
standing dental benefit. The HMO'does not
offer any dental coverage as part of its health
services provided to members on a prepaid
basis. The employing entity must provide for
the continued eligibility of those employees
selecting the HMO option for dental
coverage. •

Note: If the dental coverage is not optional
for employees selecting the non-HMO option,

nothing in this regulation requires that the
coverage be made -optional for employees
selecting the HMO option. Converselyrif this
coverage is optional for employees selecting
the non-HMO option, nothing in this

-regulation requires that-the coverage be
mandatory for employees selecting the non-
HMO option.

2. If the non-HMO option provides free-
standing coverage for optical services (such
as-Tefraction and the provision of eye
glasses), and the HMO does not, the
employing entity mustprovide for the
continued eligibility for those employees
selecting the HMO option for optical
coverage.

3. The non-HMO option includes dental
coverage in its major medical package, with a
common deductible applied to dental as well
as non-dental benefits. The HMO provides no
dental coverage as part of its prepaid health
services. Because the dental coverage is not
free-standing, the employing entity is not
required to provide for the continued

'eligibility for dental coverage for those'
employees selecting the HMO option,
although it is free to do so.

(e) Affirmative written selections. (1)
During the group enrollment period in
which the alternative of membership in
any particular qualifiedHlMIO is offered
to an eligible group of employees for the
first time, the employing entity or
designee shall present the health
benefits 'plan alternatives to each
eligible employeeresiding in the service

,area of'the HMO with the requirement
that an affirmative written selection be
made among the different alternatives
included in the health benefits plans. In,
subsequent group enrollment periods, it
shall make available a. selection among
the alternatives; however, a written
selection is required only when the
eligible employee elects to change from
one alternative to 'another. .

(2) In addition to the group enrollment
period, the employing entity or designee
,shall make available the opportunity to
select among different-existing
alternatives within a health benefits
plan to dligible employees who: (i) Are
new employees, (ii) have been
transferred or have changed their place
of residence, resulting in eligibility for-
membership in a qualified HMO for
which they were not previously eligible
by place of residence, or resulting in
residence outside the service area of a
qualified HMO in which they were
previously enrolled, or (iii) are covered
by any alternative which ceases
operation. At the time these employees
are eligible to participate in the health
benefits plan, the employing entity or
designee shall make available, without
waiting periods or exclusions or
limitations based-on health status as a
condition, the opportunity to enroll in an
alternative t-MO or transfer to a non-
HMO coverage from an HMO, and shall

require these employees to make an
affirmative written selection among the
different 'alternatives included in the
health benefits plan.

(f) Determination of copayment levels
and supplemental health services, The
selection of a copayment level and of
supplemental health services to be
contracted for is to be made as follows.

(1) For those employees represented
by a collective bargaining
representative, the selection of
copayment levels and supplemental
health services is subject to the
collective bargaining process.

(2) For those employees not
represenied by a bargaining
representative, the selection of
copayment levels and supplemental
health services to-be offered to eligible
employees is subject to the same
decisionmaking process used by the
employing entity with respect to the
non-HMO alternatives in its health
benefits plan.-

(3) In all cases, the HMO has the right
to include with its basic health services
provided to its members for a basic
health services payment, on a non-
negotiable basis, those supplemental
health services (i) that are required to be
offered under State law, or (ii] that are
included uniformly by the HMO In its
prepaid benefit package, or (iii)
coverage for which is available to
employees selecting the non-HMO
option but not available to employees
selecting the HMO option.

(g) Effective date of coverage. Unless
otherwise agreed to by the employing
entity, or designee, and the HMO, the
effective date of coverage by thb HMO
for employees selecting the HMO option
shall begin on the day the 4on-HMO
coverage expires or is reilewed without
lapse.

§ 110.807 When the HMO Is to be offered
to employees.

The employing entity or designee shall
offer eligible employees the option of
membership in a qualified HMO at the
earliest date permitted under the terms
of existing collective bargaining
agreements, employer-employee or
public entity-employee contracts, or
contracts for health benefits. Should the
HMO's request for inclusion in a health
benefits plan be received at a time when
these existing contracts or agreements
do not provide forincluding a qualified
HMO in the health benefits plan, the
inclusion of the HMO in the health
benefits plan shall occur at the time that
new agreements or contracts are offered
or negotiated and shall be consistent
with the following -paragraphs:

'(a) Unless mutually agreed otherwise,
if a collective bargaining agreement Is in
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force at the time the request for
inclusion in the health benefits plan is
made by the HMO to the employing
entity or designee, the request shall be
raised in the collective bargaining
process (1) when a new agreement is
negotiated, (2) if the agreement is for a
fixed term in excess of one year and
provides that its terms regarding health
benefits may be renegotiated during the
term of the agreement, at the times
provided by the agreement for
discussion of these changes, or (3) in
accordance with a specific process to
review HMO offerg.

(b) Unless mutually agreed otherwise,
for those employees not covered by a
collective bargaining agreement, the
employing entity or designee shall
include the HMO option in any health
benefits plan offered to eligible
employees when the existing employer-
employee contract or public entity-
employee contract is renewed or when a
new health benefits contract or other
arrangement is negotiated. If an
employer-employee or public entity-
employee contract or a health benefits
contract has no fixed term or has a term
in exess of one year, the contract shall
be treated as renewable on its earliest
anniversary date. If the employing entity
or designee is self-insured, the budget
year shall be treated as the term of the
existing contract.

(c) Unless mutually agreed otherwise,
for employing entities with multiple
contracts or other arrangements
included as part of the health benefits
plan which may have different
expiration or renewal dates, the
employing entity shall include the HMO
option, in accordance with paragraphs
(a] and (b) of this section, for each
contract or arrangement at the time the
contract or arrangement is renewed or
reissued or the benefits provided under
the contract or arrangement are offered
to employees.

§ 110.808 Contributions for HMO option.
(a) Generalprinciples. (1) The

employing entity or designee shall
include the HMO option in the health
benefits plan on terms no less favorable,
with respect to the employing entity's
monetary contribution or designee's cost
for health benefits calculated in dollars
and cents, than those on which the other
alternatives in the health benefits plan
are included. However, the employing
entity or designee is not required to pay
more for health benefits as a result of
offering the option of membership in a
qualified HMO thanu it would otherwise
be required to pay for health benefits by
a collective bargaining agreement or
other employer-employee contract or
public entity-employer contract in effect

at the time the HMO is included in the
health benefits plan.

(2) An employing entity or designee
which calculates the health benefits
contribution on a per employee earnings
level basis must apply that same
calculation to the HMO contribution.
The amount of the employing entity's or
designee's contribution per employee for
the HMO option must be equal, in terms
of dollars and cents, to the largest
amount of thd contribution that would
be paid for that individual employee to
any other alternative which is included
in the health benefits plan, but shall not
be required to exceed the amount of the
HMO premium.

(3) The employing entity or designee
shall increase the amount of its
contribution for the HMO option at the
time the contribution to other
alternatives in the health benefits plan
increases (up to the amount of the HMO
premium), unless (i} the employing
entity's or designee's contribution is
fixed by a contract or other arrangement
between the employing entity or
designee and the HMO, or (ii) otherwise
agreed to by the employing entity or
designee and the HMO.

(b) Administrative expenscs. The
employing entity or designee may not
consider administrative expenses
incurred in connection with offering any
alternative in the health benefits plan in
determining the amount of its
contribution to the HMO. However, if
the employing entity or designee has
special requirements for other than
standard solicitation brochures and
membership literature, it shall determine
and distribute any administrative costs
attributable to these requirements, in the
case of the offering of the HMO option.
in a manner consistent with its method
of determining and distributing these
costs for the non-HMO alternatives.
• (c) Exclusion for contribution for
certain benefits. In determining the
amount of the employing entity's
contribution or designee's cost for the
HMO option, the employing entity or
designee may exclude those portions of
the contribution allocable to benefits
(e.g., life insurance or insurance for
supplemental health benefits) for which
eligible employees or eligible employees
and their eligible dependents will be
covered notwithstanding selection of
membership in an HMO, and which are
not offered on a prepaid basis by the
HMO to'the employing entity's
employees.

(d) Contributions determined by
collective bargaining agreements or by
other contracts or bylaw. Where the
specific amount of the employing
entity's contribution for health benefits
is fixed by a collective bargaining

agreement, by an employer-employee or
public entity-employee contract, orby
law. the amount so determined shall
constitute the employing entity's
obligation for contribution toward the
I-O premiums on behalf of eligible
employees or eligible employees and
their eligible dependents.

(e) Allocation of portion of a
contribution determined by a collective
bargaining agreement. Where the
employing entity's contribution for
health benefits is determined by a
collective bargaining agreement, but the
amount so fixed includes contribution
for benefits in addition to health
benefits, the employing entity shall
determine, or shall instruct its designee
to determine, the portion of its
contribution applicable to health
benefits in accordance with paragraph
(g) of this section.

(f) Contributions not determined by
collective bargaining agreements or by
other contracts or by law. For
employees not covered by a collective
bargaining agreement, employer-
employee or public entity-employee
contract, or by a law specifying the
contribution for health benefits, the
employing entity's contribution to the
IMO on behalf of eligible employees or
eligible employees and their eligible
dependents shall be determined in
accordance with paragraphs (a), (b). (c),
and (g) of this section on the basis of the
total cost of providing the health
benefits offered to the employees for the
most recent period, for which experience
is available.

(g) Calculation of cost An employing
entity's contribution or designees cost
for alternatives other than the qualified
HMO. included in the health benefits
plan shall be determined in the
following manner, unless otherwise
agreed to by the HMO and the
employing public entity or designee:

(1) Prospective calculation. If the
employing entity's contribution or
designee's cost for non-HMO alternative
health benefits is determined solely on
the basis of a fixed prospective amount
(not subject to retrospective adjustment]
then the amount of the prospective
payment made by or on behalf of the
employing entity to the non-HMO
alternative for the provision of health
benefits to eligible employees or to,
eligible employees and their eligible
dependents shall constitute the
employing entity's contribution toward
the HMO premium.

(2) Retrospective calculation. If the
employing entity's contribution or
designee's cost for non-HMO alternative
health benefits is determined by a
contract with a carrier on any form of
retrospective experience rating basis.

725ZI



72522 Federal Register / Vol. 45; No. 213 / Friday, October 31, 1980 / Rules and Regulations

including any determination of current
premiums which reflects, takes into
account, or is otherwise based on any
form of supplementation or any rebate,
refund or other redistribution of
premiums collected in any previous year
for which experience is available, any
billing contract arrangement, any plan of
self-insurance, any direct service plan
provided by the employing entity or
designee, or any other form of health
benefits plan wherein the actual cost to
the employing entity or designee is
determined retrospectively, an
estimated cost shall be used to
determine the obligation for contribution
toward the HMO premium. The
employing entity or designee shall
'determine this estimated cost based on
consideration of the following factors: (i)
The employing entity's or designee's
cost experience for the non-HMO
alternatives with respect to the most
recent benefit period for which the
experience is available at the time When
the employing entity's prospective
contribution or designee's obligation to
the HMO is to be determined; (ii) a
reasonable allowance for inflation
based on historical cost trends and the
anticipated future costs increases; (iii)
where applicable and consistently
applied, cost differences experienced in
the provision of health befiefits for
separate regional or local areas of
employment; (iv) anticipated changes in
the composition and experience of the
covered population actually being
served by the non-HMO alternatives
attributable to the shift of enrollment to
the HMO; (v) any changes in health
benefits to be provided by the non-HMO
alternatives during the period for which
the estimated contribution is to be
determined; (vi) any other anticipated
material change in the experience rating'
basis under any health benefits contract
for the benefits period.

(h) Retention of data. An employing
entity or designee shall retain the data
used to compute its level of contribution
to the alternatives included in the health
benefits plan for three years. The
Secretary may review this data either on
her own initiative or in response to a
request to the Secretary from an HMO
or an, employee of the employing entity
which sets forth reasonable grounds
supporting the request to determine"
whether the level of contributions
determined by the employing public
entity or designee complies with this
subpart.

§ 110.809 Payroll deductions.
Each employing entity which provides

payroll deductions as a.means of paying
amloyees' contributions for health
benefits or which provides a health

benefits plan to which an employee
contribution is not required, and which
is required by § 110.802(a) to offer its
employees the option of membership in
a qualified HMO, shall, with the consent
of an. employee who exercises this
option, arrange for the employee's
contribution, if any, for HMO
membership to be paid through payroll
deductions.

§ 110.810 Relationship of Section 1310 of
the Public Health Service Act to the
National Labor Relations Act, as amended,
and the Railway Labor Act, as amended. "

The obligation of an employing entity
subject to this subpart to include the
option-of membership in a qualified
HMO in any health benefits plan-offered
to its Mligible employees shall be carried
out consistently with the obligations
imposed on that employing entity under
the National Labor Relations Act, the
Railway Labor Act, and other laws of
similar effect.
[FR Dor- 8o-33963 Filed 10-380-.: 8:45 ami
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

42 CFR Part 110

Health Maintenance Organizations;
Requirements for a, Health
Maintenance Organization

AGENCY: Public Health Service, HHS.
ACTION: Final regulations.

SUMMARY: This rule amends the Public
Health" Service regulations by setting
forth revised requirements for the
organization and operation of federally
qualified health maintenance
organizations (HMOs). These
amendments are made as a result of (1)
pqblic comments on the interim
regulations published on July 18, 1979,
and (2) public comments on the notice of
proposed rulemaking (NPRM) governing
relationships between federally
qualified HMOs and other parties, also
published on July 18,1979.
EFFECTIVE DATE: This rule is effective on
December 1, 1980.
FOR FURTHER INFORMATION CONTACT:
Howard R. Veit, Director, Office of
Health Maintenance Organizations,
Park Building, 3rd Floor, 12420 Parklawn
Drive, Rockville,*Maryland 20857, 301/
443-4108.
SUPPLEMENTARY INFORMATION: On July
18, 1979, interim regulations were
published in the Federal Register (44 FR
42060-71) to amend 42 CFR Part 110,
Subpart A, issued under Title XIII of the
Public Health Service Act (the Act).
Interested persons were given an
opportunity'to submit comments
concerning these regulations by
September 17,1979. Fifteen persons
submitted comments on the interim final
regulations. Also on July 18, 1979, an
NPRM was published in the Federal
Register (44 FR 41838-41) concerning the
relationships between federally -
qualified HMOs and other parties. The
Secretary invited comments by
September 17; 1979, and stated that after
the public comments were received, the
policies would be revised as warranted
and incorporated into regulations or set
forth as interpretive rulings, as
appropriate. Ten persons submitted
comments on the NPRM.

The following are summarized below:
(1) The comments received, responses.

thereto, and the changes made, if any,
on the Subpart A interim final
regulations; (2) the comments received,
responses thereto, and the changes
made, if any, in the policies stated in the
NPRM on relationships between
federally qualified HMOs and other
parties, including which of these policies
have been added, and where, to the

,Subpart A regulations: and (3) the
changes made to correct technical
problems in thp regulations.

The Department also notes that on
April 29, 1980, at 45 FR 28654-63, it
published in the Federal Register a
series of informational questions and
answers based on tJe interim
regulations for Subpjart A. The
Department refers the public to that
document for further information on the
requirements of Subpart A. It notes that
the document will be amended as
appropriate in the near future to reflect
the revisions made to the Subpart A
regulations by this notice.

Subpart A Interim Final Regulations.

1. Section 110.102 addresses the
required health benefits for basic health
services, including short-term
rehabilitation and physical therapy.
Several commenters requested
clarification of the duration of these
"short-term" services. The regulations
have been changed to specify that short-
term rehabilitation services and
physical therapy must be pr8vided if the
HMO determines that the provision of
these services can be expected to result
in significant improvement of a
member's condition within a period of
two months. The physical therapy
requirement has been moved from
§ 110.102(a)(2)(ii) to § 110.102(a)(2)(iii) to
clarify that short-term physical therapy
is required on both an outpatient and
inpatient basis.

2. Section 110.lO2[a)(5)(ii), pertaining
to referral services for the abuse of or
addiction to alcohol and drugs, has been
amended to indicate that prolonged
rehabilitation services for alcohol or
diug abuse or addiction in a specialized
inpatient or residential facility need not
be offered by an IMO as a basic health
service. The Departmdnt notes,
however, that an HMO may choose to
offer prolonged rehabilitation services
as a supplemental health service. This
change is in response to a request by a
commenter that this information, which
was included in the preamble of the
interim regulations, be incorporated into
the final regulations. "

3. Section 110.102(d) lists the
permissible exclusions from the required
basic health services. Section
110.102(d)(9) has been modified at the
request of a commenter who noted that
the exclusion of vision and hearing care
as a basic health service failed to take -
into consideration that some vision and
hearing services may be a part of
physician services, such as care for
diseases of the eye and ear, as well as
preventive health services, as in the
case of eye and ear examinations for
children through age 17 to determine the

need for vision or hearing correction.
,The exclusion for vision and hearing
care has been clarified to Indicate that
this care need noi be provided as a
basic health servibe except as required
by sections 1302(1)(A) and 1302(1)(H)(vt)
of the Act and. § § 110.102(a)(1) and
110.102(a)(8) of these regulations.

4. Section 110.104(a)(2), pertaining to
non-conforming medical groups, has
been changed and is now § 110.104(a)(3).
This revised section clarifies that after
the four-year peridd which follows the
month in which the HMO was qualified,
the HMO may provide services through
a non-conforming medical group If it
meets the definition of medical group as
set forth in § 110.101 or if the Secretary
has determined that the entity meets the
conditions set forth in § 110.104(a)(3)(ii),
A suggestion to permit the four-year
period allowed for the use of a non-
conforming medical group to commence
from the date of the HMO's contract
with the group has been rejected
because section 1301(b)[3)(B)[ii) of the
Act indicates that the four-year period Is
to be calculated from the month after
the HMO's qualification date.

5. One commenter requested
clarification of the requirements that
apply to the HMO's contracts for health
services under § 110.104(c). In response,
the Department has separated this
paragraph into two subparagraphs to
delineate clearly the difference between
the requirements for (1) contracts
between the'HMO and medical groups
or IPAs, and (2) direct service contracts
between the HMO and health
professionals. Section 110.104(c)(1) now
lists the requirements for the former
type of contract and § 110.104(c)(2)
clarifies that the contract betfveen the,
HMO and its health professionals must
include provisions for appropriate
continuing education in addition to four
of the provisions which an HMO must
include in its contracts with medical
groups or IPAs: a description of the
responsibilities of the parties to the
contract; the agreed upon compensation
for services; an agreement that the
contracting parties will look solely to
the HMO for compensation for services
provided to HMO members; and a
provision specifically requiring
participation by health professionals in
the quality assurance activities which
-the HMO is required to have under
§ 110.1080).

6. Section 110105(e) states that HMOs
may charge a late payment penalty on
accounts receivable which are in
arrears. The Department has not
adopted the suggestion that the
regulations require 30 days written
notice or limit the HMO's late payment

I
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penalty charges to amounts which are
not in dispute. These limitations are not
properly within the scope of the Act. Of
course, an HMO may agree to these
limitations.

7. Section 110.108(a)(1) requires an
HMO to have a fiscally sound operation.
In the preamble to the interim final
regulations, the Secretary expressed the
intention of using a ratio of current
assets to current liabilities of at least
one-to-one as a benchmark in
administering the cash flow requirement
of § 110.108(a](1](ii]. A commenter noted
that current liabilities may exceed
current assets at any given date,
because the former may include a
significant amount of prepaid dues
(deferred income] and the latter a
relatively low amount for receivables.
Further, the proposed ratio test was
cited as an inappropriate benchmark for
evaluating adequacy of cash flow
because cash flow is dynamic and the
ratio test is a static measure of liquidity.
The Department agrees with these
comments and notes that the adequacy
of cash flow will now be examined on a
case-by-case basis to assure that the
HMO can meet its obligations as they
become due. Accordingly, the
requirement at § 110.108(a)(1)(ii) has
been changed to require an HMO to
provide evidence of its ability to meet
its obligations as they become due, as
determined by sufficient cash flow and
by adequate liquidity. The evaluation of
the maintenance of adequate liquidity
will start with the ratio test of current
assets to current liabilities of at least
one-to-one, but will allow for valid
deviations such as the situation noted in
this paragraph.

8. The Department received a number
of inquiries as to the scope of
§ 110.108(aJ(2)(i), which sets out the
standards for the satisfactory
administrative and managerial
arrangements with respect to the HMO's
policymaking body. In particular, the
inquiries have focused on the
requirement that the policymaking body
"exercises oversight and control over
the HMO's policy and personnel to
assure that management actions are in
the best interest of the HMO and its
membership" (Emphasis added). In
order to determine whether the HMO's
policymaking body has the capability to
and does in fact carry out these
responsibilities and thus meets the
requirements of § 110.108(a)(2)(i), the
Department requires the HMO to
demonstrate that its policymaking body
has the appropriate skills (e.g., planning,
financial management and evaluation
skills) to perform these oversight and
control functions.

9. The Department has received a
number of questions as to whether it is
permissible for federally qualified
HMOs to expel or refuse to reenroll their
members who have reached age 65. The
Department's position has always been
that the expulsion of such persons by an
HMO is inconsistent with Title XIII of
the Act. (The expulsion of the aged by
HMOs receiving Federal financial
assistance may also violate the Age
Discrimination Act of 1975, as amended.
(42 U.S.C. 6101 et seq.)) In order to avoid
confusion in this regard, the Department
has decided to incorporate this
prohibition expressly into the
regulations. Accordingly. § 110.106(f),
which prohibits an HMO from expelling
or refusing to reenroll any member, as
well as from refusing to enroll individual
members of a group, on the basis of the
health status or health care needs of the
member or individual, has been
modified by adding age as an
impermissible basis for such actions by
the HMO. It is still permissible, of
course, for HMOs to require that, as a
condition of continued eligiblility for
membership, dependents of a
subscriber, upon reaching a specified
age, convert to nongroup membership in
accordance with I 110.108(g).

10. Section 110.108(g) had required an
HMO to offer conversion privileges to
subscribers leaving a group "on the
same terms and conditions as are
available to a nongroup subscriber."
Because this requirement was phrased
in terms of "subscribers," a number of
commenters expressed confusion as to
the conversion privileges which the
HMO is required to offer "members"
who would otherwise lose their
eligibility for HMO membership. Since
the language was inadvertently
narrower than intended, the regulation
has been changed to require an HMO to
offer membership on the same terms and
conditions as are available to a
nongroup subscriber to:

(1) Each subscriber (and enrolled
dependents) leaving a group; and

(2) Each member who would
otherwise cease to be eligible for HMO
membership because of his or her age or
the death or divorce of a subscriber.

11. Section 110.108(k) pertains to
certification of providers. The
Department agrees with a comment that
it is not necessary to require non-
institutional providers to be certified by
Medicare or Medicaid. It notes that the
requirements of this section are
intended to insure that HMO
institutional providers are certified in
accordance with Federal or national
certification standards. Since individual
providers are required to meet State
licensure requirements, and since

certification of certain health
professionals under Title XVIII or Title
XIX of the Social Security Act is for
reimbursement purposes only, the
requirements have been changed to
require that the HMO offer institutional
services only through institutional
providers that maintain such
certification. Hospitals, however, may
satisfy the "certification" requirement
either by certification under Title XVIm
or by accreditation by the Joint
Commission on Accreditation of
Hospitals. The requirements as to
clinical laboratories through which the
HMO provides services (except for
laboratories exempted from section 353
of the Public Health Service Act,
"Licensing of Laboratories," by
paragraphs (d](2], (i) or (1] of that
section, must either be certified under
Medicare or Medicaid or be licensed
under section 353. The Department notes
that these regulations do not apply to
the HMO's own laboratory, although the
laboratory may otherwise be subject to
the requirements of section 353 or
Medicare or Medicaid.

12. Section 110.108(o] covers reporting
and disclosure requirements for HMOs
and § 110.108(o)(1] requires HMOs to
furnish specific reports to the general
public upon request. One commenter
inquired where a request by the public
for information which an HMO has
reported to the Department under
§ 110.108(o)(1) should be directed. The
Department notes that requests
regarding information reported under
this subsection may be directed to the
HMO, in accordance with the IMO's
reporting procedure, or to the
Department's Office of Health
Maintenance Organizations.

13. A number of commenters noted
that § 110.108(o](2](ii}, which sets out
which transactions between an HMO
and a party in interest must be disclosed
to the Secretary, imposed a heavy
reporting burden on HMOs.
Accordingly, the section has been
changed. It would require the reporting
only of significant business transactions
between the HMO and a party in
interest, instead of the previous
requirement that a! such business
transactions be reported. The term
"significant business transaction" is
adapted from the Department's
Medicare-Medicaid regulations at 42
CFR 420.201, which govern the
disclosure of ownership and control
information by providers,
intermediaries, and carriers. For
purposes of § 110.108(o](2)(ii], the term
is defined (see § 110.101] as "any
business transaction or series of
transactions during any one fiscal year
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of the HMO, the total value of which
exceeds the lesser of $25,000 or fRV
percent of the total operating expenses
of the HMO."

14. Section 110.108[oJ(2J(ii)(B) requires
an HMO to disclose, among other items,
certain transactions between itself and
a party in interest for the furnishing of
services. A commenter suggested that
since the ordinary employee-employer
relationship does not constitute a
suspect or potentially abusive
transaction, services provided by
employees of the HMO in the normal
course of their employment should be
excluded from services khich are -
subject to disclosure. The Secretary
agrees with this comment and ias
changed § 110.108(o)(2)(ii)(B) to exclude
transactions for these services from
those subject to disclosure.
NPRM. on Relationships Between
Federally Qualified HMOs and Other
Parties

The NPRM addressed issues that
arose under five general headings: (1)
=he.legal structureof an HMO, (2) the

O's conduct of other activities, (3)
the activities of providers affiliated With
the-HMO, (4) arrangements for HMO
contract services, and (5) maxifiizing
HMO enrollment. The Secretary has
decided to finalize the policies which
were detailed in the NPRM as follows:
(1) Certain of the policies set forth in the
NPRM, as clarified in response to
comments, are now incorporated into
the subpart A regulations, as detailed in
the first section below, and (2) the
remainder of the policies set forth'in the
NPRM, as clarified in response to
comments, are summarized in the
second section below. These latter
policies have been adopted as official
policies of the Department and are set
forth in the informational document
referred to above (45 FR 28654-63):

Third Party Policies Incorporated Into -
the Subpart A Regulations

1. Section 110.104(a) addresses the
requirements for providers of basic and
supplemental health services. A new
§ 110.104(a)(2) has been added, which
modifies the policy set forth in the
NPRM that would have permitted
sharing of physicians by alternative
model HMOs, but only to the exynt that
the physicians the IPA shares witli the
alternative model HMO (i.e., either a
staff or medical group model)
constituted less than 50 percent of the
physicians participating in tHe IPA. Two
commenters, citing a lack of statutory
authority, objected to this requirement
and questioned the basis for the 50
percent limitation. The Department
notes that the purpose behind'the

enactment of section 13i0(b), which
requires employer§,in certain
circumstances Jo offer their employees
theoption of membership in different
model'IMOs, is to encourage
competition among different model
HMOs fas6ell as between HMOs'as
well as between-MOs and other health
care providers) by providing employees
with real "alternatives from which to
choose for their care." (H.R. Rep. #93-
451, 93rd'Cong., 1st Sess. p. 39). If
alternative model'HMOs -were to offer
services to HMO members'through the
same physicians, the result would defeat
the-essential purpose.of section1310(b)
by limiting genuine consumer choice.
Accordingly,'the Department believes a
limitation is necessary to:assure that the
purpose of section 1310(b) is fulfilled.
However, it agrees that a 50 percent
limitation, in the absence of other
information, mdy not be appropriate.
Therefore, the regulation at
§ 110.104(a)(2) permits physician sharing
between an IPA and medical group or
staffl-IMO of 50 percent orariore, but
only if this sharing is approved-by the
Secretary as being consistent with the

- purposes of section 1310(b). The
Secretary will, on a case-by-case basis,
review the characteristics ofthose
HMOs which share physicians in excess
of the 50 percent limitation, taking into
account.the following factors: (1) The
total mumber of practicing physicians in
the service area of each HMO which
proposes to-share physicians with
another HMO, (2) the number of
physicians to be shared as a percentage
of thelPA's total pool, (3) the specialties
of the shared physicians, (4) the overlap
of the service areas of the HMOs which
propose sharing, (5) the practice location,
of the shared physicians in relation to
the location of the other HMO physician
providers, and (6) such other factors as
the Secretary may consider necessary in
determining whether the sharing of
physicians enables the HMOs to meet
the purpose of section 1310(b).

The Department notes that there is no
limitation of physician sharing by
competing IPAs orby competing IPA
model HMOs, since the purpose of
encouraging different model HMOs to
compete with each other is not
applicable in these situations. AlivHMOs
must, of course, assure the accessibility
and availability of services to theirf-
members.

2. Section 110.108(a(1), which requires
the HlIMO to have a fiscally sound
operation,,has-been expanded to '
incorporate the policy set out in the
NPRM that all HMOs shall maximize
their enrollment,

Although the NPRM invited the public
to suggest standards to determine
whether on HMO is maximizing its
enrollment, none of the four comments
received suggested any such standards.
For example, one commenter, noting
that flexible indicators were preferable
to standards, suggested that the
Department meet with representatives
of the HMO industry to develop such
indicators. Another commenter
suggested standards for determining
whether an HMO has failed, as opposed
to succeeded, in maximizing its
enrollment. Noting that none of the
comments received suggested for
determining whether an HMO is
maximizing its enrollment, the
Department has determined that it Is not
feasible to set such uniformly applicable
standards. Rather, is has decided that It
is more appropriate to implement this
policy by requiring (at
§ 110.108(a)(1)(vii)), that each HMO
submit a plan to maximize its
enrollment. The Department notes that It
will only examine the extent to which
the HMO has maximized its enrollment
as itaelates to theHMO's continued
fiscal soundness.

The Department alsb notes that while
membership growth is essential to the
development and maintenance of a
financially viable HMO, HMOs must
monitor their growth in the context of
permember per month revenues and
costs. Accordingly, the HMO's efforts to
maximize enrollment must be consistent
with sound management.

3. Section 110.108(h)(1) sets forth the
requirement thqt at least one-third of the
lMO's policymaking body must be
members of the HMO. This section has
been modified to incorporate the policy
set forth in the NPRM that the one-third
of the policymaking body who are
members of The HMO must reside in or
in proximity to the HMO's service area.
This policy is based on the clear
Congressional intent to require member
participation in the HMO policymaking
body in order to assure that input is
available from individuals who
represent the Viewpoint of users of the
HMO's services.

The Department received a request to
clarify this requirement with respect to
(1) an HMO with regional components
and one overall policy body, and (2)
different HMOs with policymaking
bodies consisting of the same members.
The regulation now specifies that the
one-third member portion of the
policymaking body shall consist of
,individuals wholivein or in proximity
to the service area of at least one
regional component Of the HMO or at
least one of the HMOs, respectively.
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4. The NPRM reiterated the policy that
an HMO may not offer prepaid health
benefits which do not meet the
requirements of the Act. This prohibition
is already included in the regulations, at
§ 110.102(e), which prohibits an HMO

'from offering to provide or arrange for
the provision of prepaid basic health
services which do not meet the
requirements of § 110.102(a).

5. A new § 110.109, Prohibited
Activities, has been added. This section
prohibits an HMO, including its
employees in the normal course of their
employment, from selling, marketing, or
promoting, directly or through
arrangements with other entities, health
insurance or health service benefit plans
for health benefits which are included in
the health benefits package offered by
the HMO to an individual or a group.
Thus, for any individual or group, the
HMO may not sell, market, or promote
health insurance or a health service
benefit plan for a benefit for which the
member is eligible to receive services
under his or her prepaid benefit
package. In the NPRM, the Department
had proposed to prohibit the "promotion
or sale" by an HMO of "competing
health insurance." Two commenters,
noting that this prohibition could be
evaded by the sale of competing health
insurance through the marketing staff of
an HMO who are licensed as
individuals, suggested that the
prohibition be extended to selling,
promoting, or marketing through the
HMO's employees or through other
arrangements (such as by an
arrangement with another entity).
Another commenter noted that the
phrase "competing health insurance"
was vague and imprecise. Since the
Department agrees with these
comments, it has structured the
prohibition to (1) apply to an HMO and
to its employees, (2] encompass
marketing as well as selling or
promoting, and (3) apply to health
insurance and health service benefit
plans, instead of competing health
insurance. However, the Department
has limited the prohibition, as to any
individual or group, to benefits which
the HMO includes in the prepaid health
benefit package offered to that
individual or group. Thus, for example, if
an HMO does not include dental
services in the prepaid benefit package
it offers to an individual, it would not be
prohibited from offering that individual
coverage for dental services through an
indemnity insurance or health service
benefit plan.

Five commenters opposed the
proposed restrictions on an HMO's
activities. These commenters suggested

that the Secretary did not have the
statutory authority to limit the HMO's
activities. They also characterized the
proposed policy as anti-competitive and
as detrimental to HMOs, on the basis
that an HMO would be prohibited from
engaging in certain activities while
similar restrictions were not placed on
its competitors. The Department
believes that the restriction is consistent
with the statute. The Department notes
that the purpose of Congress in enacting
Title XI of the Act was to foster
competition by making HMOs available
as a genuine alternative health delivery
system, rather than to foster entities
which sell, promote or market health
insurance or health service benefits
plans which compete with the HMO's
benefit package. (See S. Rep. No. 93-129,
93rd Cong., 1st Sess. pp. 7, 8 (1973) and
H.R. Rep. No. 93-451, 93rd Cong., 1st
Sess. p. 8 (1973).) The Department notes
that permitting an HMO or its
employees to engage in the activities
prohibited by § 110.109 would defeat the
purpose of Title XIII because It would
reduce the incentives for the HMO to
offer its qualified prepaid health
benefits package in a competitive
manner, which might then threaten the
fiscal soundness of the HMO.
Accordingly, the Department views this
limited prohibition as being within the
scope of its authority under Title XIII
and necessary for its proper
implementation.

As to the comments suggesting that
the proposed restriction was anti-
competitive, the Department believes
that the limitation which it has added to
§ 110.109 has addressed these concerns.
Because the HMO is not prohibited from
offering indemnity insurance or health
service benefit plan coverage for
services it does not include In its
prepaid health benefit plan, it would be
free to respond to a competitive
situation by doing so. The HMO would,
of course, have the alternative option of
offering the services at issue on a
prepaid basis as part of its prepaid
health benefit package. In the
Department's view, this array of options
available to the HMO enhances the
HMO's competitive posture.

The former § § 110.109 and 110.110
have been renumbered as § § 110.110
and 110.111, respectively.

One commenter inquired whether it is
permissible for an HMO to own or
control a subsidiary that is a separate
legal entity and, if so, whether there are
any prohibitions on the activities of an
HMO's subsidiaries. Nothing in the Act
prohibits an HMO from having a
subsidiary that is a separate legal entity.
Furthermore, at this time there are no

prohibitions on the activities of an
HMO's subsidiaries. For example, the
prohibition at § 110.109 applies to the
HMO entity only, it does not apply to
subsidiaries of HiMOs.

The Department is, however, currently
collecting data on the activities of IMO
subsidiaries, In particular, the
Department is evaluating whether lIMO
subsidiaries are (1) offering to provide
or arrange for prepaid services which do
not meet the requirements of Title XIII.
or (2) selling, marketing. or promoting,
directly or through arrangements with
other entities, health insurance or health
service benefit plans in the manner
prohibited (as to the HMO itself) by the
new § 110.109. The Department intends
to analyze these data to determine what
prohibitions, if any, should be applicable
to the activities of HMO subsidiaries. If
It appears that some prohibitions might
be appropriate, the Department will
issue a notice of proposed rulemaking
setting forth its proposed policies, invite
public comments, and finalize the
policies and incorporate them into
regulations or set them forth as
interpretive rulings, as appropriate.

Other Third Party Policies

1. As set forth in the NPRM. an HMO
is required to be a separate legal entity;,
it may not be a cost center or separate
line of business ol a sponsor
organization. However, an HMO may be
a subsidiary of another legal entity as
long as the HMO is itself a legal entity
with its own policymaking body.

Three commenters, concerned about
the requirement noted in the NPRM that
each HMO must b a separate legal
entity, suggested an exemption from this
requirement for public HMOs. Section
1301(a) of the Act and § 110.101 of these
regulations, which include in the
definition of an HMO the requirement
that it be a legal entity, do not
distinguish between public and private
HMOs. However, the Secretary notes
that a public HMO may be administered
by a cost center or a department of a
public entity, as long as the HMO is the
legal entity.

2. The policy that officers, directors,
and employees of a sponsoring
organization may be included in the
non-member portion of the lIMO's
policymaking body remains as
described in the NPRM.

3. The policy that the Department
does not intend to regulate the scope of
the activities in which a medical group
may engage when it is not providing
services to members of its affiliated
HliMO remains as stated in the NPRM. In
response to a comment, the Secretary
notes that this policy applies to the non-

I
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HMO activities of an individual practice
association as well.

4. The policies.as to the extent to
which HMOs may contract with other
parties to performxcertain administrative
functions which the HMO elects notto
perform itself remains as stated in the
NPRM. (See 44-FR 41840, section 4).

Technical Changes

1. Section § 110.104(b) has-been
changed to iilarify that payments made
by an HMO for physician-services from
a non-conforming medical group that
meets the requirements set forthiin
§ 110.104(a)(3)(ii) will not be counted
against the 15 percent limitation on
contracting which applies to an HMO
four years following the month after its
qualification.

2. Section § 110.104(c)(13(vi) (formerly
§ 110.104(c)(4)] has been corrected'to
indicate that-the requirement for
professional liability coverage applies 'to
medical groups.and IPAs or the health
professionals associated with them,
rather than to medical groups, IPAs and
health professionals associated with
them. The interim fmalregulations
contained the correct'language in the
preamble; however, there was a
typographical error in the regulation
itself.'

3. Section § 110.108(a](1)(iii)requgires
that certain HMOs, in order to
demonstrate that they have a fiscally
sound operation, submit a financial
plan. With the publication on April 9,
1980, al 45 FR 24352-7, of regulations
implementing section1305A of the Act
("Loans and Loan Guarantees for
Acquisition and Construction'of
Ambulatory'Health Care Fatilitie '), the
Department will soori be initiating he
process of making these awards.
Accordingly, § 110.108(a)(1)(iii) has been
amendedto require an HMO seeking a
Federal loan 6 r loan guarantee under
section 1305A, as well as certain other
HMOs, to submit a financial plan'to 'the
Secretary.

4.'Section § 110.108(a](v), which
requires the HMO to procure and
maintain in force a fidelity bond ,or
bonds in an amount not less than
$100,000, has-been changed to clauify
that the $100,000 minimum is applicable
to "each" individual who is entrusted
with the handling of the HMO's:funds.

5. Sections § 110.108(o)(2](i) and (3) of
the interim regulations required an
HMO to furnishlo the Secretary the
information required to be disclosed
under the regulations implementing
Sections 1124 and 1902(a)(38) of-the
Social Security Act, at-42 CFR 420.206.
and 42 CFR 455.104; respectively. (These
references have been changed to reflect
the correct citations.) In the interim

regulations; the-requirements for the
disclosure df this information were
inadvertently different: While the
Section 1124 information wasrequired
to be reporte'd to the Secretary annually,
the Section'1902(a](38) infoi'mation was
required to be reported to the Secretary
within 35 days of a request and to HMO
members .upon reasonable request. In
.order to treat similarly all of the
information required to be disclosed
under:these-provisionso0f the Social
Security Act, the provision in former
§ 110.108(o}[3)-has been combined With
§ 110.108(o)(2](i). Section 110.108(o)(2)
now-requires that the information
described above (in addition to the
information-about significant business
transactions with parties in interest) 'be
reported apnually to the Secretary and
be available to members upon
reasonable request. The rest of
§ 110.108(o) has been renumbered
accordingly.

The Assistant Secretary for-Health of
he Department of Health and Human
Services, with the approval of the
Secretary of-Health and Human
Services, amends 42 CFR Part 110,
Subpart A, as set forth below.

Dated: June 6,1980.
Julius B. Richmond,
AssistantSecretary for.Health.

Approved:fOctober '21,-1980.
Patricia RobertsHarris,
Secretary.

Subpart A is revised to read as
follows:

Subpart A-Requirements for a Health
Maintenance Organization

Sec.
.110.101 Definitions.
110.102 'Health benefits plan: Basic health

services.
110.103 Health benefits plan: Supplemental

health services..*
110.104 Providers of basic and supplemental

"health services.
110.105 -Payment to'the HMO for basic

health.services.
110.106 Payment tothe HMO for

'supplemental health-services.
110.107 Availability, accessibility, and -

continuity of basic and supplemental
health'services.

110.108 'Organization and operation.
110.109 Prohibited activities.
110.11q. Special requirements: Titles XVMI

and XIX of the-Social Security Act.
110.111 Special requirements: Federal

employees' health benefits program.
Authority: Sec. 215 of the Public Health

Service Act, as amended, 58 Stat. 690 (42
U.S.C. 216);.secs. 1301-131:& of the.Public
Health Service Act, as amended, 92 Stat.
2131-2141,(42 U.S.C. 300e-300e-17].

Subpart A-ReqUirenlents for a Health
Maintenance Organization

§ 110.101 Definitions.
As used in this part: "Act" means the

PublicHealth Service Act,
"Basic health services" means health

services described in § 110.102(a),
"Community rating system" means a

system of fixing rates of payments for
health services which meets the
requirements of § 110.105(a)(3),

"Comprehensive health services"
means as a minimum the following
services which may be limited as to timo
and cost:

(1) Physician services (§ 110.102(a)(1));
(2) Outpatient services and inpatient

'hospital services (§ 110.102(a)(2)):
(3) Medically necessary emergency

health services (§ 110.102(a)(3)): and
(4) Diagnostic laboratory and

diagnostic and therapeutic radiologic
services (§ 110.102(a)(6)),

"Direct service contract" means a
contract for the provision of basic or
supplemental health services or both
between an HMO and (1) a health
professional other than a member of' the
staff of the HMO, or (2) an entity other
than a medical group or an IPA.

"Full-time student" means a student
who is enrolled for a sufficiefit number
of credit hours in a semester or other
academic term to enable the student to
complete the course of study within not
more than the number of semesters or
other academic terms normally required
to complqte that course of study on a
full-time basis at the school in which the
student is enrolled.

"Health maintenance organization"
(HMO) means a legal entity which
provides or arranges for the provision of
basic and supplemental health services
to its members in the manner prescribed
by, is organized and operated in the
manner prescribed by, and otherwise
meets the requirements of, section 1301
of the Act and the regulations of this
subpart.

"Health professionals" means
physicians (doctors of medicine and
doctors of osteopathy), dentists, nurses,
podiatrists, optometrists, physicians'
assistants, clinical psychologists, social
workers, pharmacists, nutritionists,
occupational therapists, physical
therapists, and other professionals
engaged in the delivery of health
services who are licensed, practice
under an institutional license, are
certified, or practice under authority of
thpeHMO, a medical group, individual
practice association, or other authority
consistent with State law.

"Individual practice association"
(IPA) means a partnership, association,
corporation, or other legal entity:



Federal Register / VoL 45, No. 213 / Friday, October 31, 1980 / Rules and Regulations

(1) Which delivers or arranges for the
delivery of health services and which
has-entered into a written services
arrangement or arrangements with
health professionals, a majority of
whom are licensed to practice medicine
or osteopathy. The written services
arrangement shall provide:

(i) That these health professionals
shall provide their professional services
in accordance with a compensation
arrangement established by the entity,
and

(ii) To the extent feasible:
(A) For the sharing by these health

professionals of health (including
medical) and other records, equipment,
and professional, technical, and
administrative staff and

(B) For the arrangement and
encouragement of the continuing
education of these health professionals
in the field of clinical medicine and
related areas.

"Medical group" means a partnership,
association, corporation, or other group:

(1) Which is composed of health
professionals licensed to practice
medicine or osteopathy and of such
other licensed health professionals
(including dentists, optometrists, and
podiatrists) as are necessary for the
provision of health services for which
the group is responsible;

(2) A majority of the members of
which are licensed to practice medicine
or osteopathy; and

(3) The members of which:
(i) As their principal professional

activity (over 50 percent individually)
engage in the coordinated practice of
their profession and as a group
responsibility have substantial
responsibility (over 35 percent in the
aggregate of their professional activity)
for the delivery of health services to
members of an HMO;

(ii) Pool their income from practice as
members of the group and distribute it
among themselves according to a
prearranged salary or drawing account
or other similar plan unrelated to the
provision of specific health services;

(iii) Share health (including medical)
records and substantial portions of
major.equipment and of professional,
technical, and administrative staff;,

(iv) Arrange for and encourage
continuing education in the field of
clinical medicine and related areas for
the members of the group and health
professionals employed by the group;
and

(v) Establish an arrangement whereby
a member's enrollment status is not
known to the health professional who
provides health services to the member.

"Medical group members" means (1) a
health professional engaged as a

partner, associate, or shareholder in the
medical group, or (2) any other health
professional employed by the group who
may be designated as a medical group
member by the medical group.

"Medically underserved population"
means the population of an urban or
rural area designated by the Secretary
as an area with a shortage of personal
health services. The Secretary will
designate these areas as described in
§ 110.203(d).

"Member," when used in cornection
with an HMO, means an individual who
has entered into a contractual
relationship with the HMO or on whose
behalf a contractual arrangement has
been entered into with the HMIO by a
subscriber under which the IO
assumes the responsibility for the
provision to the member of basic health
services and such supplemental health
services as may be contracted for.

"Non-conforming medical group"
means an entity which would be a
medical group for the purposes of this
part but for its failure to satisfy the
requirements in paragraph (3)(i) of the
definition in this section of "medical
group" that the members of a medical
group: (1] Spend over 50 percent of their
professional time in the coordinated
practice of their profession and (2) as a
group have substantial responsibility
(over 35 percent in the aggregate of their
professional time) for the delivery of
health services to members of an lIMO.
Except for purposes of § 110.104(a),
regarding the providers of basic health
services which an HMO may use, a"non-conforming medical group" shall
be considered as a "medical group" for
purposes of this subpart.

"Nonmetropolitan area" means an
area no part of which is within a
standard metropolitan statistical area as
designated by the Office of Management
and Budget and which does not contain
a city whose population exceeds 50,000
individuals.

"Party in interest" means: (1) Any
director, officer, partner, or employee of
an HMO, any person who is directly or
indirectly the beneficial owner of more
than 5 percent of the equity of the HMO.
any person who is the beneficial owner
of a mortgage, deed of trust, note, or
other interest secured by, and valuing
more than 5 percent of the assets of the
HMO, and, in the case of an HMO
organized as a nonprofit corporation, an
incorporator or member of the
corporation under applicable State
corporation law,

(2) Any entity in which a person
described in paragraph (I)-

(i) Is an officer or director
(ii) Is a partner (if the entity is

organized as a partnership);

(iii) Has directly or indirectly a
beneficial interest of more than 5
percent of the equity; or

(iv) Has a mortgage, deed of trust,
note, or other interest valuing more than
5 percent of the assets of such entity;,

(3) Any member of the immediate
family of an individual described in
paragraph (1).

"Policymaking body" of an HMO
means a board of directors, governing
body, or other body of individuals which
has the authority to establish policy for
the HMO.

"Qualified HMO" means an -iMO
found by the Secretary to be qualified
within the meaning of Section 1310 of
the Act and Subpart F of this part.

"Rural area" means any area not
listed as a place having a population of
2,500 or more in Document PC(1)A,
"Number of Inhabitants," Table VI,
"Population of Places," and not listed as
an urbanized area in Table X1.
"Population of Urbanized Areas" of the
same document (1970 Census or most
recent update of this document. Bureau
of Census, U.S. Department of
Commerce).

"Secretary" means the Secretary of
Health and Human Services and any
other officer or eniployee of the
Department of Health and Human
Services to whom the authority involved
has been delegated.

"Service area" means the geographic
area as defined through zip codes,
census tracts, or other geographic
subdivisions, found by the Secretary to
be the area within which the I1O
provides or arranges for basic and
supplemental health services that are
available and accessible to its members
as required by section 1301(b](4) of the
Act.

"Significant business transaction"
means any business transaction or
series of transactions during any one
fiscal year of the HMO, the total value
of which exceeds the lesser of S2500G or
5 percent of the total operating expenses
of the HMO.

"Staff of the HMO" means health
professionals who are employees of the
HMO and who:

(1) Provide services to HMO members
at an HMO facility subject to the staff
policies and operational procedures of
the HMO;

(2) Engage in the coordinated practice
of their profession and provide to
members of the HMO the health
services which the IMO has contracted
to provide;

(3] Share medical and other records,
equipment, and professional. technical.
and administrative staff of the HMO;
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1 (4) Participate in continuing education
in their professional field as provided or
arranged for by the HMO; and

(5) Provide their professional services
in accordance with a compensation
arrangement, other than fee-for-service,
established by the HMO. This
arrangement may include, but is not
limited to, fee-for-time, retainer or
salary.

"Subscriber" means a member who
has entered into a contractual
relationship with the HMO or who is -
responsible for making payments for
basic health services (and contracted for
supplemental health services] to the
HMO or on whose behalf these
payments are made.

"Supplemental health services" means
the health services described in
§ 110.103(a).

"Unusual or infrequently used health
services" means: (1) Those health
services which are projected to involve
fewer than 1 percent of the encounters
per year forihe entire-HMO
membership, or,

(2) Those health services the provision
of which, given the enrollment
projection of the HMO and generally
accepted staffing patterns, is projected
will require less than 0.25 full time
equivalent health professionals.

§ 110.102 Health benefits plan: Basic
health services.

(a) An HMO shall provide or arrange
for the provision of basic health services
to its members as needed and without
limitations as to time and cost other
than those prescribed in the Act and
these regulations, as follows

(1) Physician services (including
consultant and referral services by a
physician), which shall be provided by a
licensed physician, or if a service of a
physician may also be provided under-
applicable State law by other health
professionals, an HMO may provide the
service through these other health
professionals;

(2)(i) Outpatient services, which shall
include diagnostic services, treatment
services -and x-ray services, for patients
who are ambulatory and'may be
provided in a non-hospital based health
care facility or at a hospital; (ii)
inpatient hospital services, which shall
include.but not be limited to, room and
board, general nursing care, meals and
special diets when medically necessary,
use of operating room and related
facilities, use of intensive care unit and
services, x-ray services, laboratory, and
other diagnostic tests, drugs,
medications, biologicals, anesthesia and
oxygen services, special duty nursing
when medically necessary, radiation
therapy, inhalation therapy, and -

administration-of whole blood and
blood plasma; (iii) outpatient services
and inpatient hospital services shall
include short-term rehabilitation
services and physical therapy, the
provision of which the HMO determines
can be expected to result in'the
significant improvement of a member's
condition within a period of two months;

(3) Instructions to its members on
procedures to be followed to secure
medically necessary emergency health
services both in the service area and out
of the service area;

(4) Twenty outpatient visits per
member per year. as may be necessary
and appropriate for short-term
evaluative or crisis intervention mental
heulth services, or both;

(5) Diagnosis, medical treatment and
referral services (including referral
services to appropriate ancillary-
services).for the abuse of or addiction to
alcohol and drugs: .

(i) Diagnosis and medical treatment
for the abuse of or addiction to alcohol
and drugs shall include detoxification.
for alcoholism or drug abuse on either
an outpatient or inpatient basis,
whichever is medically determined to be
appropriate, in addition to the other
required basic health services for the
treatment of other medical conditions;

(ii) Referral services may be either for
medical or for nonmedical ancillary
services. Medical services shall be a
part of basic health services;
nonmedical ancillary services (such as
vocational rehabilitation and
employment counseling) and prolonged
rehabilitation services in a specialized
inpatient or residential facility need not-
be a part of basic health services;

(6) Diagnostic laboratory and
diagnostic and therapeutic radiologic
.services in support of basic health
services;

(7) Home health services provided at
a member's home by health care
personnel, as prescribed or directed by
the responsible physician or other
auth.ority designated by the HMO; and

(8) Preventive health services, which
shall be made available to members and
shall include at least the following:

(i) A broad range of voluntary family-
planning services;

(ii) Servicesfor infertility;
(iii) Welf-child care from birth;
(iv) Periodic health evaluations for

adults;
(v) Eye and ear examinations for

children through age 17, to determine the
need for vision and hearing correction;
and,

(vi) Pediatric and adult
immunizations, in accord with accepted
medical practice. . -

(b) In addition, an HMO may include
a health service described in § 110.103
as a supplemental health service in the
basic health services which it provides
or arranges for its members for a basic
health services payment.

(c) To the extent that a natural
disaster, war, riot, civil insurrection,
epidemic or any other emergency or
similar event not within the control of
an HMO results in the facilities,
personnel, or financial resources of an
HMO being unavailable to provide or
arrange for the provision of a basic or
supplemental health service in
accordance with the requirements of

,this subpart, the HMO is required only
to make a good-faith effort to provide or
arrange for the provision of the service,
taking into account the impact of the
everit, For purposes of this paragraph,
an event is not within the control of an
HMO if the HMO cannot exercise
influence or dominion over its
occurrence.

(d) The following are not required to
be provided as basic health services:

(1) Corrective appliances and artificial
aids;

(2) Mental health services, except as
required under section 1302(1)(D) of the
Act'and paragraph (a)(4) of this section:

(3) Cosmetic surgery, unless medically
necessary;

(4) Prescribed drugs and medicines
incidental to outpatient care;

(5) Ambulance services, unless
medically necessary;

(6) Care for military service connected
disabilities for which the member Is
legally entitled to services and for which
facilities are reasonably available to
this member;

(7) Care for conditions that State or
local law requires be treated in a public,
facility;

(8) Dental services;
(9] Vision and hearing care except as

required by sections 1302(1)(A) and
1302(1)(H)(vi) of the Act and paragraphs
(a)(1) and (a)(8) of this section;

(10) Custodial or domiciliary care;
(11) Experimental medical, surgical, or

other experimental health care
procedures, unless approved as a basic
health service by the policymaking body
of the HMO;

(12) Personal or comfort items and
private rooms, unless medically
necessary during inpatient
hospitalization;

(13) Whole blood and blood plasma;
(14) Long-term physical "therapy and

rehabilitation;
(15) Durable medical equipment for

home use (such as wheel chairs, surgical
beds, respirators, dialysis machines);
and
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(16) Health services which are
unusual and infrequently provided and
not necessary for the protection of
individual health, as approved by the
Secretary upon application by the HM1O.

(e) An HMO may not offer to provide
or arrange for the provision of basic
health services on a prepayment basis
which do not include all the basic health
services set forth in paragraph (a) of this
section or which are limited as to time
and cost except in a manner prescribed
by this parL

§ 110.103 Health benefits plato
supplemental health services.

(a) Each HMO may provide to its
members any of the following health
services, which may be limited as to
time and cost:

(1) Services of facilities for
intermediate and long-term care;

(2) Vision and hearing care not
included as a basic health service;

-(3) Dental services;
(4] Mental health services not

included as a basic health service;
(5) Long-term physical medicine and

rehabilitative services (including
physical therapy);

(6) Prescription drugs prescribed in
the course of the provision by the HMO
of basic outpatient or supplemental
health services; and

(7) Other health services which are
not included as basic health services.

(b] An HMO shall determine the level
and scope of supplemental health
services included with basic health
services provided to its members for a
basic health services payment or those
services offered to its members as
supplemental health services.

(c) An HMO is authorized, in
connection with the prescription or
provision of prescription drugs, to: (11
Maintain, review, and evaluate a drug
use profile of its members receiving
these services, (2) evaluate patterns of
drug utilization to assure optimum drug
therapy, and (3) provide for instruction
of its members and of health
professionals in the use of prescription
and non-prescription drugs. Each HMO
providing these services shall insure
that:

(i) The program is developed jointly
by the physicians and pharmacists
associated with the HMO;

(ii) The objectives of the program are
explained to all health professionals and
members of the HMO;

(iii) Individual rights are protected
and that all information regarding and
identifying an individual is available
only to appropriate health professionals
of the HMQ and to the individual
member at his request;

(iv) The primary thrust of the program
is optimum drug therapy for the
individual member of the HMO: and

(v) The information obtained in drug
utilization review is utilized in
educational programs for health
professionals and members of the HMO.

§ 110.104 Providers of basic and
supplemental health services.

(a)(1) The HMO shall provide that the
services of health professionals which
are provided as basic health services
will, except as provided in paragraph (e)
of this section, be provided or arranged
for through (i) health professionals who
are staff of the HMO, (ii) a medical
group or groups, (iiI) an IPA or IPAs, (iv)
physicians or other health professionals
under direct service contracts with the
HMO for the provision of these services,
or (v) any combination of staff, medical
group or groups, IPA or IPAs, or
physicians or other health professionals
under direct service contracts with the
HMO.

(2) A staff or medical group model
HMO may have as providers of basic
health services physicians who have
also entered into written services
arrangements with an IPA or IPAs, but
only if either (i) these physicians
number less than 50 percent of the
physicians who have entered into
arrangements with the IPA or IPAs, or
(ii) if the sharing is 50 percent or greater,
the Secretary approves the sharing as
being consistent with the purposes of
section 1310(b) of the Act.

(3) Within the 4 year period beginning
with the month following the month in
which an HMO becomes a qualified
HMO, physician services which are
basic health services may also be
provided by a non-conforming medical
group. After this 4 year period, the HMO
may use this entity to provide physician
services which are basic health services
only if (i) the entity meets the definition
of medical group in § 110.101, or (ii) the
Secretary determines that the principal
professional activity (over 50 percent
individually) of the entity's members is
the coordinated practice of their
profession, and if the HMO has
demonstrated to the satisfaction of the
Secretary that the entity is committed to
the delivery of medical services on a
prepaid group practice basis by either.

(A) Presenting a reasonable time-
phased plan for the entity to achieve
compliance with the "substantial
responsibility" requirement of
Subparagraph (3)(i) of the definition of
"medical group" in 1 110.101. The HMO
shall update the plan annually and shall
demonstrate to the satisfaction of the
Secretary that the entity is making
continuous efforts and progress towards

compliance with the requirements of the
definition of "medical group," or,

(B] Demonstrating that compliance by
the entity with the "substantial
responsibility" requirement is
unreasonable or impractical because (1)
the HMO serves a non-metropolitan or
rural area as defined in § 110.101, or (2J
the entity is a multi-specialty group
which provides medical consultation
upon referral on a regional or national
basis, or (3) the majority of the residents
of the HMO's service area are not
eligible for employer-employee health
benefits plans and the HMO has an
Insufficient number of members to
require utilization of at least 35 percent
of the entity's services.

(b) After the expiration of the first
fiscal years of an HMO beginning after
the month in which it become a qualified
HMO, the HMO may not. in any fiscal
year, enter into contracts for basic and
supplemental health services with
physicians other than members of staff,
medical groups, of IPAs if the amounts
paid under these contracts exceed (1115
percent of the.total estimated amount to
be paid in that fiscal yearby the HMO
to physicians for the provision of basic
and supplemental health services by
physicians, or (2) if the HMO principally
serves a rural area, 30 percent of that
amount. However, this paragraph does
not apply to payments under a contract
for the purchase of physician services
from a non-conforming medical group
that meets the conditions set forth in
§ 110.104(a)(3)(ii).

(c) HMOs shall include: (1) In their
contracts with medical groups or IPAs
for the provision of basic and
supplemental health services at least the
following:

(i} A description of responsibilities of
the parties to the contract;

(ii) The agreed upon compensation for
services;

(iii) An agreement that the medical
group or IPA, its members and the
health professionals contracting with it.
will look solely to the HMO for
compensation for services provided to
the HNMO's members. This agreement
shall not extend to copayments or
payments for supplemental health
services on other than a prepaid basis,
but the contracting party shall not assert
any claim for compenstion against
members in excess of these copayments
or payments for these supplemental
health services;

(iv) Provisions requiring participation
by health professionals in quality
assurance activities;

(v) A description of mechanisms, such
as risk sharing, financial incentives, or
other incentives, to be applied to
monitor utilization and to control costs
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of basic and supplemental health
services and.to achieve utilization goals;
and

(vi) Assurances that medical groups
and IPAs, or the health professionals
associated with them, will be protected
by professional liability coverage, either
through insurance or self-insurance;

(2) In their contracts with health
professionals for the provision of basic
and supplemental health services
(except for unusual or infrequently used
services) at least the following:

(i) The provisions described in
paragraphs (c)(1)(i), (ii), (iii), and (iv) of
this section; and

(iii Provisions requiring appropriate
continuing education;

(d) Staff model HMOs shall have
effective procedures to monitor
utilization and to control cost of basic
and supplemental health services, and
to achieve utilization goals.

(e) Paragraph (a) of this section does
not apply to the provision of th6 services.
of a physician-

(1) Which the HMO determines are
unusual or infrequently used services; or

(2) Which, because of an emergency,
it was medically necessary-to provide to
the member other than as required by
paragraph (a) bf this section; or ' "

(3) Which are provided as part of the
inpatient hospital services by employees
or staff of a hospital or provided by staff
of other entities such as community
mental health centers, home health
agencies, visiting nurses' associations,
independent laboratories, or family
planning agencies.

(f) Supplemental health services shall
be provided or arranged for by the HMO
and need not be provided by providers
of basic health services under contract
with the HMO.

(g) Each HMO shall:
(1) Pay the provider, or reimburse its

members for the payment of reasonable
charges for basic health services (or
supplemental health services which the
HMO agreed to provide on a
prepayment basis) for which its
members have contracted, which were
m'edically necessary and immediately
required to be obtained other than
through the HMO because of an
unforeseen illness, injury, or c6fidition,
as determined by the HMO;

(2) Adopt procedures to review
promptly all clainis from members for
reimbursement for the provision of
health services described in paragraph
(g)(1) of this section, including a
procedure for the determination of the
medical necessity for obtaining the
services other than through the.HMO;
and

(3) Provide instructions to its members
on procedures to be followed to secure
these health services.

§110.105 Payment for basic health
,services.

(a) Baskc health serAvices payment.
Each HMO shall provide or arrange for
the provision of basic health servicesfor
a basic health services payment which:

(1) Is to be paid on a periodic basis
without regard to the dates these
services are provided;

(2J Is fixed without regard to the
frequency, extent, or kind of basic
health services actually furnished;

(3) Except as provided in paragraph
(c) of this section, is fixed under a
community rating system, as described
in paragraph (b) of this section; and

(4) May be supplemented by nominal
copayments which may be required for
the provision of specific basic health
services. Each HMO may establish one
or more copayment options calculated
on the basis of a community rating
system.

(i) An HMO may not impose
copayment charges that exceed 50
percent of the total cost of providing any
single service to its members, nor in the
aggregate more than 20 percent ofthe
total cost of-providing all basic health
services.

(ii) To insure that copayments are not
'a barrier to the utilization of health
services or membership in the IMO, an
HMO may not impose copayment
-charges on any subscriber (or members
covered by the subscriber's contract
with the HMO)in any calendar year,
when the copayments made by the
subscriber (or members) in that calendar
year total 100 percent of the total annual
premium cost which that subscriber (or
members) would be required to pay if he
(or they) were enrolled under an option
with no copayments. This limitation
applies only if the subscriber (or
members) demonstrates that "
'copayments in that amount have been
paid in that year.

(b) Community rating system. Under a
community rating system, rates of
-payment for health services may be
determined on a per-person or per-
family basis and may vary with the
number of personsin a family. Except as
otherwise authorized in this paragraph,

'these rates must be equivalent for all -
individuals and for all families of similar
composition. Rates of payment may be
based on either a schedule of rates
cliarged to each subscriber group or on a,
per-member-per-month (or per-
subscriber-per-month) revenue
requirement for the HMO. In the former
event, rates may vary from group to
group if the projected total revenue from

each group in substantially equivalent to
"the revenue which would be derived if

the schedule of rates were uniform for
all groups. In the latter event, the
payments from each group of
subscribers shall be calculated to yield
revenues substantially equivalent to the
product of the total number of members
(or subscribers) expected to be enrolled
from the group and the per-member-per-
month (or per-subscriber-per-month)
revenue requirement for the HMO. In
addition, a community rating system
must neet the following requirements:

(1) Rates of payment may not vary
because of actual or anticipated
'utilization of services by individuals
'associated with any specific group of
subscribers. These provisions do not
preclude changes in the rates of
payment which are established for new
enrollments or reenrollments and which
do not apply to existing contracts until
the renewal of these contracts.

(2) Rates of payment shall reflect
differences in benefits and copayment
requirements.

(3) The following differentials may be
established under a community rating
system. -

(i) Nominal differentials in rates may
be established to reflect differences In
marketing-costs and the different
administrative costs of collecting
payments from the following categories
of potential subscribers:

(A) Individual (nongroup) subscribers
(including their families),

(B] Small groups ofsubscribers (100
subscribers or fewer),

(C) Large groups of subscribers (over
100 subscribers).

(ii) Differentials in rates may be
established for subscribers enrolled In a
HMO: (A) Under a contract with a
governmental authority under section
1079 ("Contracts for Medical Care for
Spouses and Children: Plans") or section
1086 ("Contracts for Health Benefits for
Certain Members, Uormer Members and
their Dependents") of Title 10 ("Armed
Forces"), United States Code; or (B)
under any other governmental program
(other than the health benefits program
authorized by chapter 89 ("Health
Insurance") of Title 5 ("Government
Organization and Employees"), United
States Code; or (C) under any health
benefits program for employees of
States, political subdivision of States,
and other public entities.

(iii) an HMO may establish a separate
community rate for separate regional,
components of the organization upon
satisfactory demonstration to the
Secretary of the followirg:

(A) Each regional component is
geographically distinct and separate
from any other regional component: and
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(B) Each regional component provides
substantially the full range of basic
health services to its members, without
extensive referral between components
of the organization for these services,
and without substantial utilization by
any two components of the same health
care facilities. The separate community
rate for each regional component of the
HMO must be based on the different
costs of providing health services in the
respective regions.

(c) Exceptions to community rating
requirement (1) In the case of an HMO
which provided comprehensive health
services on a prepaid basis before it
became a- qualifed HMO, the
requirement of community rating shall
not apply to the HMO during the forty-
eight month period beginning with the
month following the month in which it
became a qualifed HMO.

(2) The requirement of community
rating does not apply to the basic health
services payment for basic health
services provided a member who is a
full-time student at an accredited
institution of higher education.

(d) Charges for benefits covered by
workers' compensation law or insurance
policy. The requirements respecting the
basic health services payment do not
apply to the provision of basic health
services to a member for an illness or
injury for which the member is entitled
to benefits under a workers'
compensation law or an insurance
policy, but only to the extent these
benefits apply to these services.

(1) For the provision of services for an
illness or injury for which a member is
entitled to benefits under a workers'
compensation law, the HMO may, if
authorized by this law, charge or
authorize the provider of the services to
charge, in accordance with the charges
allowed under the law:. (i) The insurance
carrier, employer, or other entity which
under the law is to pay for the provision
of the services, or (ii) the member, to the
extent that the member has been paid
under the law for the services.

(2) For the provision of services for an
illness or injury for which a member is
entitled to benefits under an insurance
policy, an HMO may charge or authorize
the provider of the services to charge: (i)
The insurance carrier under the policy,
or (ii) the member, to the extent that the
member has been paid under the policy
for the services.

(e) Late paymentpenalty. HMOs may
charge a late payment penalty on
accounts receivable which are in
arrears.

§ 110.106 Payment for supplemental
health services.

(a) An HMO may require
supplemental health services payments,
in addition to the basic health services
payments, for the provision of each
health service included in the
supplemental health services set forth in
§ 110.103 for which subscribers have
contracted, or it may include
supplemental health services in the
basic health services provided its
members for a basic health services
payment.

(b) Supplemental health services
payments may be made in any agreed
upon manner, such as prepayment or
fee-for-service. Supplemental health
services payments which are fixed on a
prepayment basis, however, shall be
fixed under a community rating system,
unless the supplemental health services
payment is for a supplementil health
service provided a member who is a full-
time student at an accredited institution
of higher education. In the case of an
HMO which provided comprehensive
health services on a prepaid basis
before it became a qualifed HMO. the
community rating requirement shall not
apply to that HMO during the forty-eight
month period beginning with the month
following the month in which it became
a qualifed HMO.

(c) When the HMO provides
supplemental health services on a
prepayment basis for which the member
is entitled to benefits under a workers'
compensation law or an insurance
policy, the HMO may take the actions
described in § 110.105(d)(1) or (2)
(respecting charges for basic health
services which are benefits under a
workers' compensation law or insurance
policy) as appropriate.

§ 110.107 Availability, accessibility, and
continuity of basic and supplemental health
services.

Within the HMO's service area, basic
health services and those supplemental
health services for which members have
contracted shall be:

(a] Provided or arranged for by the
HMO;

(b) Available and accessible to each
of the HMO's members promptly as
appropriate with respect to:

(1) Geographic location, hours of
operation, and provisions for after-hours
services (medically necessary
emergency services must be available
and accessible 24 hours a day, 7 days a
week); and

(2] Staffing patterns within generally
accepted norms for meeting the
projected membership needs; and

(c) Provided in a manner which
assures continuity, including but not
limited to:

(1] Provision of a health professional
who is primarily responsible for
coordinating the member's overall
health care; and

(2) Development of a health (including
medical) recordkeeping system through
which pertinent information relating to
the health care of the patient is
accumulated and is readily available to
appropriate professionals.

§110.108 Organization and operation.
(a] Fiscally sound operation and

administrative and managerial
arrangements. (1) Each HMO shall have
a fiscally sound operation as
demonstrated by:

(ii Total assets being greater than
total unsubordinated liabilities. In this
evaluation, loan funds awarded or
guaranteed under section 1305 of the Act
are not included as liabilities, and if the
funds have not been disbursed to the
HMO by the Secretary or by an escrow
agent, they are not included as assets;

(ii) Sufficient cash flow and adequate
liquidity to meet obligations as they
become due;

(iii) A net operating surplus. If the
HMO has not earned a cumulative net
operating surplus during the three most
recent fiscal-years, did not earn a net
operating surplus during the most recent
fiscal year, does not a have positive net
worth, or is seeking a Federal loan or
loan guarantee under sections 1305 or
1305A of the Act, the HMO shall submit
a financial plan satisfactory to the
Secretary to achieve net operating
surplus within available fiscal
resources. This plan shall include:

(A) A detailed marketing plan;
(B) Statements of revenue and

expense on an accrual basis;
(C) Sources and uses of funds'

statements; and
(D) Balance sheets;
(iv) A plan for handling insolvency

which allows for continuation of
benefits for the duration of the contract
period for which payment has been
made, continuation of benefits to
members who are confined on the date
of insolvency in an inpatient facility
until their discharge, and payments to
i1naffiliated providers for services
rendered;

(v) A fidelity bond or bonds, procured
and maintained by the HMO, in an
amount fixed by its policymaking body
but not less than $100,000 per individual,
covering each officer and employee
entrusted with the handling of its funds.
The bond may have reasonable
deductibles, based upon the financial
strength of the iMO;
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(vi) Insurance-policies or other
arrangements, secured andimaintained
by the HMO and approved by, the
Secretary to insure the HMO against
losses arising from professional liability
claims, fire, theft, fraud, embezzlement,
and other casualtyrisks;:and -

(vii) A plan-tonaximize its enrollment
In a manner consistent with sound
management.

(2) Each HMO shall have
administrative and mangerial
arrangements satisfactory to the
Secretary, as demonstrated by at least
the following:

(i) A policymaking body which
exercises oversight and control over the
HMO's policies and personnel to assure
that management actions are in the best
interest of the HMO andits
membership; and

(ii) Personnel and systems sufficient
for the-HMO to organize, plan, control
and evaluate the financial, marketing,
health services, quality assurance
program, administrative and
management aspects of the HMO. At a
minimum, the HMO shall be managed
by an executive whose appointment and
removal are under the control of the
HMO's policymaking body. .•

(b) Financial risk. Each HMO shall
assume full financial risk on a
prospective basis for the provision of
basic health services, except that it may
obtain insurance or make other
arrangements: (1) For the cost of
providing to any member basic health
services the aggregate value of which
exceeds $5,000in any-year;

(2) For the cost of basic health
services provided to its members other
than through the HMO because medical
necessity required their provision before
they could be secured through the-HMO;
and

(3) For not more than'90 percent of the
amount by which its costs for any of its
fiscal years exceed 115 percent of its
income for that fiscal year.

(c) Broadlyrepresentative enrollment.
After fulland fair disclosure of its
benefits, coverage, rates, grievance
procedures, location, and hours of
service, and a general description of its
participating providers and-financial
condition, each HMQ shall offer
enrollment to persons who are broadly
representative of the various age, social,
and income groups within its device
area. In the case of an HMO whichhas
a medically underserved population
located in its service area, notmore than
75 percent of the HMO-members may be"
enrolled from the medically underserved
population'unless the~area in'which that
population'resides is also a rural:area.

(d) Open enrollment. If the.HMO has
either provided comprehensive-health

services on a prepaid basis -for a period
of at least 5 years or has an enrollment
of at least 50,000 members, it shall have
an~open enrollmentperiod at least once
during the fiscal year next following
each fiscal-year in whichjt did not have
a financial deficit. (For purposes of this
paragraph, financial deficits must be
reported and certified by an
independent Certified Public
Accountant.) The period of open
enrollment-shall be determined under
paragraph (d)(1) of this section.During
open enrollment, the HMO shall Accept
individuals for membership in the order
in which they apply for enrollment and,
except as provided in-paragraph (d)(2)
of this section, without regard to
preexisting illness,-medical condition, or
degree of disability.

(1) An open-enrollment period for an
lHMO shall be the lesser of-

(i) 30 days, or
. (ii) The number of days in which the

organization enrolls a number of
individuals at least equal to 3 percent of
its total net increase in enrollment (if
any) in the fiscal year preceding the
fiscal year in which the open enrollmient
period is held. In determining the total
net increase in enrollment in an HMO,
the HMO need not include any
individual who is (A) enrolled in the
HMO through a group which had a
contract or other arrangement for health
care services withthe HMO when the
IMO Was determined to be a-qualified

HMO, or (B) entitled to insurance
benefits under Title XVII of the Social
Security Act or to medical assistance
under a Stateplan approved under Title
XIX of that Act and was enrolled in the
HMO when the uMO was determined to
be a qualified HMO.

(2) An HMO is not required to enroll
individuals who are confined to an
institution because of (i). chronic illness,
(ii) permanent injury, or (iii) other
infirmity which would cause economic
impairment to the HMO, as
demonstrated to the satisfaction of the
Secretary, if these individuals were
enrolled.

(3) And HMO may defer the effective
date of benefits for iniividuals enrolled
under this paragraph for up to 90 days
after the date of enrollment.

(4) An HMO may require an
individual applying for membership at
periods other than:teTequired annual
open enrollment period to submit to and
pay for a health status questionnaire or
a health examination. AnHMO may
deny enrollment based on results of this
questionnaire or health examination.

(5) The Secretary may, under
"Paragraph-(e) of this section, waive the
requirements :of Ahis paragraphfor an
HiMO which demoritrates -that

compliance with the provisions of this
paragraph would jeopardize its
economic viability,

(e) Waiver of open enrollment In
order to obtain a waiver ugder
paragraph-(d)(5) of this section, the
HMO shall submit documentation that it
has prospectively determined on an
actuarial basis, using data available in
the area or from similar organizations
elsewhere, that the average utilization of
services of potential individual members
would so increase costs as to jeopardize
the economic viability of the
organization if it maintained an open
enrollment period.

(f) Health status and enrollment. The
HMO shall not expel or refuse to re-
enroll any member nor refuse to enroll
individual members of a group, on the
basis of the health status, health care
needs, or age of the member or
individual. For purposes of this
paragraph, a "group" is an entity which
consists of members who enroll In the
HMO through a contract or other
arrangement which provides for the
enrollment of two or more subscribers,
Nothing in this subpart prohibits an
HMO from requiring 1hat, as a condition
of continued eligibility for membership,
dependents of a subscriber, upon
reaching a specified age, convert to
nongroup membership consistent with
the terms of § 110.108(g).

(g) Conversion of membership. Each
HMO shall offer membership on the
same terms and conditions as are
available to a nongroull subscriber to:

(1) Each subscriber (and his enrolled
dependents) leaving a group; and

(2) Each member who would
otherwise cease to be eligible for HMO
membership because of his or her age or
the death or divoice of a subscriber.

(h) Policymaking body. (1) In the case
of a private HMO, no later than one
year after becoming operational as a
qualified HMO, at least one-third of the
membership of its policymaking body
must be members of the HMO who
reside in or in proximity to the service
area of the HMO. An HMO with
regional components and one overall
policymaking body must assure that the
individuals satisfying the one-third
member requirement reside in, or In
proximity to, the service area of at least
one of the HMO's regional components.
HMOs with policymaking bodies
consisting of the same individuals must
assure that the individuals satisfying the
one-third member requirement reside in,
or in proximity to, the service area of at
least one of the HMOs.

-i) No member having ownership of or
financial inferest in, or employed by, or
gaining financial reward from direct
dealings with, the HMO or a plan-
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affiliated institution or organization, and
no members of the immediate family of
such member shall be included in the
minimum one-third member
representation on the policymaking
body. However, none of the foregoing
prohibits the payments of directors' fees
or other similar fees, or interest and
dividends derived from membership in
an HMO cooperative, to persons serving
on the policymaking body.

(ii) There shall be equitable
representation on the member portion of
the policymaking body of members from
the medically underserved populations
served by the HMO in proportion to
their enrollment relative to the entire
enrollment; except that if the
membership from these medically
underserved populations is at least 5
percent of the total enrollment, then
those populations shall not be without
representation.

(2) In the case of public HMO, have an
advisory board to its policymaking body
operating the HMO which board meets
the requirements of subparagraph (1) of
this paragraph, and to which may be
delegated policymaking authority for the
HMO.

(i) Grievance procedures. Each HMO
shall have and use meaningful
procedures for hearing and resolving
grievances between the HMO (including
the staff of the HMO, the medical group,
and the IPA) and the members of the
HMO. These procedures must assure
that: (1) Grievances and complaints will
be transmitted in a timely manner to
appropriate decisionmaking levels
within the HMO which have authority to
take corrective action; and (2)
appropriate action will be taken
promptly, including a full investigation if
necessary and notification of concerned
parties as to the results of the HMO's
investigation.

(j) Quality assurance program. Each
HMO shall have an ongoing quality
assurance program for is health services
which:

(1) Stresses health outcomes to the
extent consistent with the state of the
art;

(2] Provides review by physicians and
other health professionals of the process
followed in the provision of health
services;

(3] Uses systematic data collection of
performance and patient results,
provides interpretation of these data to
its practitioners, and institutes needed
change; and

(4) Includes written procedures for
taking appropriate remedial action
whenever, as determined under the
quality assurance program,
inappropriate or substandard services
have been provided or services which

should have been furnished have not
been provided;

(k) Certification of institutional
providers. Each HMO shall assure that
institutional providers through which it
provides basic and supplemental health
services (1) are certified either under
Title XVIII of the Social Security Act
(Medicare) in accordance with 42 CFR
Part 405 or under Title XIX of the Social
Security Act (Medicaid) in accordance
.with the regulations governing
participation of providers in the Medical
Assistance Program; or (2) in the case of
hospitals, are either accredited by the
Joint Commission on Accreditation of
Hospitals or certified by Mdicare: or (3)
in the case of clinical laboratories
(except for laboratories exempted from
section 353 of the Public Health Service
Act by paragraphs (d)(2), (i),.or (1) of
that section), certified by Medicare or
Medicaid or licensed under section 353.

(I) Continuing education of health
professionals. Each HMO shall provide,
or make arrangements for, continuing
education for its health professional
staff:

(in) Health education. In support of
the provision of health services, each
HMO shall actively provide its
members:

(1) Health education services
including instruction in personal health
care measures;

(2] Information about its services.
including education on generally
accepted medical standards for use and
frequency of its services; and

(3) Nutritional education and
counseling;

(n) Medical social services. In support
of the provision of health services, each
HMO shall offer its members medical
social services, which shall include
appropriate assistance in dealing with
the physical, emotional and economic
impact of illness and disability. These
services may include pre- and post-
hospitalization planning, referral to
services provided through community
health and social welfare agencies, and
related family counseling;

(o) Reporting and disclosure
requirements. (1) While safeguarding the
confidentiality of the doctor-patient
relationship, each HMO shall provide an
effective procedure to develop, compile,
evaluate, and report to the Secretary, to
its members, and to the general public,
at the times and in the manner the
Secretary requires, statistics and other
information relating to:

(i) The cost of its operations;
(ii) The patterns of utilization of its

services;
(iii) The availability, accessibility, and

acceptability of its services;

(iv) To the extent practical,
developments in the health status of its
members;

(v) Information demonstrating that the
HMO has a fiscally sound operation;

(vi) Other matters as the Secretary
may require;

(2) Each HMO shall report to the
Secretary annually, within 180 days of
the end of its fiscal year (unless for good
cause shown, the Secretary authorizes
an extension of time):

(i) The information required to be
reported by disclosing entities under
regulations implementing section 1124
and section 1902(a)(38) of the Social
Security Act (see 42 CFR 420.206 and 42
CFR 455.104), respectively.

(ii) A description of the following
significant business transactions
between the HMO and a party in
interest, and a justification that the
costs of these transactions do not
exceed the costs which would be
incurred if these transactions were to be
with someone who is not a party in
interest (or if they do, a justification that
the higher costs are consistent with
prudent management and fiscal
soundness requirements):

(A) Sale, exchange, or leasing of
property;

(B) Furnishing for consideration of
goods, services (including management
services, but excluding health services
provided to members by staff, medical
groups, IPAs, or any combination
thereof and services provided by
employees of the HMO in the normal
course of their employment), or
facilities; and

(C] Lending of money or other
extension of credit.

(3)(i) Report to the Secretary annually,
within 180 days of the end of its fiscal
year (unless for good cause shown, the
Secretary authorizes an extension of
time), a combined financial statement
for the organization and such entity if:

(A) Thirty-five percent or more of the
costs of operation of the HMO go to a
party in interest; or

(B) Thirty-five percent or more of the
revenue of a party in interest is from the
HMO.
The combined financial statements must
display in separate columns the
financial information for the HMO and
each of these parties in interest. Inter-
entity transactions must be eliminated
in the consolidated column. These
statements must have been examined by
an independent auditor in accordance
with generally accepted accounting
principles, and must include appropriate
opinions and-notes.

(ii) The Secretary may, upon a written
request from an HMO and for good
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cause shown, waive the requirement
that its combined financial statement.
include the financial information
required in this paragraph with respect
to ii particular entity.

(p) Human diginity. Each HMO shall
be organized and operated in a manner
intended to preserve human dignity;

(q) Confidentiality of health records.
Each HMO shall establish adequate
procedures to insure confidentiality of
its members' he'alth (including medical)
records; and

(r) Referralinformation. Each HMO
shall make arrangements either directly
or through Its providers to hssure'that
the HMO or the health professional
coordinating the member's overall
health care is kept.informed about the
services provided to its members by
referral resources.

§ 110.109 Prohibitedactivities.
An HMO may-not sell, market or

promote, to an individual or group,
directly or through arrangements with
other entities, health insurance or a
health service benefit plan for health
benefits which the HMO includesin the
prepaid health benefits package offered
to that individual or group. In addition,
the HMO maynot permit its employees
to do so in the normal courseof their
employment. . -

§ 110.110 Special requirements: Titles
XVIII and XIX of the Social Security Act.

(a) As provided in section 1307(d) of
the Act, an HMO which otherwise
complies with section 1301(b) and
section 1301(c) of the Act, and with the
applicable regulations of-this subpart,
and which enrolls members who are
entitled to insurance benefits under Title
XVIII of- the Social Security Act or to
medical assistance under a State plan
approved under Title XIX of that Act, -
may still be considered as an HMO, if
with respect to its Title XVIII and Title
XIX members it provides services and is
operated as required by Title XVIII or
XIX, as appropriate, and regulations
thereunder.

(b) Notwithstanding any inconsistent
requirements of this subpart, an HMO
which enters into a contract with the
Secretary under Title XVIII of the Social
Security Act or with a State under-Title
XIX of that Act shall, with respect -o its
members entitled to insurance benefits
or medical assistance under those titles,
comply with the applicable Title XVIII
or Title XIX requirements, including
deductible and coinsurance,
requirements, enrollment mix and
enrollment practice requirements, In
accordance with the provisions of Title
XVIII or the Title XIX State plan of the
State with which it is contracting.

Copayment options which are not in
accordance with a Title XIX State plan
may notbe imposed on Title XIX
enrollees.

,(c) Anygrievance procedures
authorized under Title XVIII or Title XIX
of the Social Security Act are not
superseded by the provisions of
§ 110.108(i).

§-110.111 Special requirements: Federal
employee health benefits-program.
I An entity-which provides health

services to a defined population on a
prepaidbasis and which has members
who are enrolled under the health
benefits program -authorized by chapter
89 of Title 5, United-States Code, may be
considered as an HMO for purposes of
receiving assistance under this Part if
with respect toits other members it (a)
provides health services in accordance
with section 1301(b) of the Act and the
applicable regulations of thisparfand
(b) is organized and operated in the
manner prescribed by'section 1301(c) of
the Act and the- applicable regulations-of
this part. -
[FR Doc. 80-33964 Filed 10-30-0. 845 am)
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Health Care Prepayment Plans

AGENCY: Health Care Financing

Administration, (HCFA), HHS.

ACTION: Proposed rule.

SUMMARY:"The proposed rules set forth
Medicare qualifying conditions and
principles of reimbursement for prepaid
health care organizations that furnish or
arrange to furnish medical and other
health services under Part B of Medicare
and are reimbursed on a reasonable cost
basis. The proposed reimbursement
principles are similar, to the extent
possible, to those for Health
Maintenance Organizations reimbursed
on a reasonable cost basis. The purpose
of these proposed rules is to clarify and
simplify existing policy and to assure
uniform treatment of both types of
prepayment organizations under
Medicare.

DATES: In order to assure consideration,
.comments should be received on or
before December 30, 1980.

ADDRESSES: Address comments to:
Administrator, Health Care Financing
Administration, Department of Health
and Human Services, P.O. Box 17073,
Baltimore, MD 21235.

If you prefer, you maydeliver your
comments to: Room 309-G, Hubert H.
Humphrey Building, 200 Independence
Avenue, SW., in Washington, D.C. or to
Room 789, East High Rise Building, 6401
Security Boulevard, in Baltimore,
Maryland.

When commenting please refer to
BPP-3-P. Agencies and 6rganizations
are requested to submit their comngents
in duplicate. Comments will be
available for public inspection,
beginning approximately 2 weeks after
publication, in Room 309-G of the
Department's offices at 200

.Independence Avenue, SW.,
Washington, D.C., on Monday through
Friday of each week from 8:30 a.m. to
5:00 p.m. (202) 245-7890. - -"

FOR FURTHER INFORMATION CONTACT:
Frank Emerson, 301-597-2968.
SUPPLEMENTARY INFORMATION: A
prepayment organization may be
broadly defined as an organization that
furnishes, or arranges for furnishing,
comprehensive health services to its
enrollees in return for a predetermined,
periodic payment.

Section 1833(a)(1)(A) of the Social
Security Act, 42 U.S.C. 13951(a)(1)(A),
allows prepayment organizations, under
certain conditions, to elect to be paid on
a reasonable cost basis for medical and
other health services covered by
Medicare instead of being paid on a
reasonable charge basis, as is more
customary for most Part B services.

These proposed rules set forth for the
first time in regulations the conditioni
for coverage and reimbursement for
prepayment organizations that elect this
option. At the present time, group-
practice prepayment plans (GPPPs] may
qualify for reasonable cost
reimburseient under section
1833(a)(1)(A) on the basis of
administrative guidelines (see GPPP
Manual, HIM-8) which set only minimal
qualification criteria.

These regulations are being proposed
because there is a need: (1) to include in
regulations the qualification and
reimbursement criteria for reasonable
cost reimbursement under section
1833(a)(1)(A); (2] to adopt qualification
criteria that more specifically and
precisely distinguish prepayment
organizations eligible for reasonable
cost reimbursement from other modes of
health care delivery and reimbursement
and from health maintenance
organizations; and (3) to conform
reasonable cost reimbursement for
health care prepayment plans and
health maintenance organizations
(HMOs). The regulations also are
prompted by the enactment of section
1876 of the Social Security Act, 42 U.S.C.
1395mm, which deals with the
qualification and reimbursement of
HMOs in the Medicare program. Prior to
this provision there was a lack of
specificity in the statutory language and
little guidance accompanying the

4egislative history regarding prepayment
organization qualifications and
reimbursement. With the addition of the
Medicare HMO provision, however, and
the several HMO amendments to the
Public Health Service Act, the Medicare
program was given more detailed
legislative direction on these matters.
Where appropriate, the requirements in
these regulations are consistent with
those for HMOs.

The Department has placed strong
emphasis on developing HMOs as an
alternate health care delivery system.
Therefore, the decision to pattern these
amendments after the cost-basis HMO
regilations has been adopted, in part, to
aid this effort. Imposing the same
principles should facilitate a health-care
prepayment plan's transition to HMO
status.

In addition, by patterning the proposal
in certain key respects on the existing

HMO regulations, we hope to Improve
both the quality of care and the cost
accountability of prepayment
organizations by imposing stricter, more
specific requirements and eliminating
provisions in the administrative
guidelines that are no longer
appropriate. It should also give us the
opportunity to evaluate more accurately
how well these organizations are.
meeting the objective of furnishing
better service to Medicare beneficiaries,

Terminology

The term "health care prepayment
plan" (HCPP) is used in these proposed
regulations to describe prepayment
organizations that elect to receive
payment on a reasonable cost basis
under section 1833(a)(1)(A) of the Act
for medical and other health services,

The term HCPP also distinguishes
these organizations from HMOs, which
are reimbursed for hospital, physician
and other covered Part A and Part B
services. HCPPs, on the other hand, may
be reimbursed only for medical
(including physician) and other health
services covered under Part-B. Another
important difference is that HMOs,
unlike HCPPs, can qualify for iocentive
payments (i.e., HMOs can retain a
certain portion of savings resulting from
efficient operation). In addition, HMOs
have to meet a more comprehensive set
of qualification requirements,

Basic Requirements

The proposed regulations set forth the
following basic requirements for
prepayment organizations, other than
,HMOs, that wish to receive
reinibursement from the Medicare
program for medical and other health
services they furnish to Medicare
beneficiaries:

(1) Qualification criteria and
reimbursement principles for

- prepayment organizations that elect
reasonable cost reimbursement as
HCPPs; and

(2) Payment of other prepayment
organizations on the same reasonable
charge basis that is generally used to
reimburse physicians and suppliers of
services under Part B of Medicare.

Qualification of HCP'P's

These proposed regulations broadly
define an HCPP as an organized health
care delivery system that accepts
responsibility for the organization,
financing and delivery of health care.
services for a defined population on a
prepayment basis. Thu , HCPPs are
distinguished from other types of health
delivery systems in that they do not
have a purely health care financing role,
or a purely delivery role. Rather, they

I I
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are concerned with obtaining and
financing an assured source of supply of
health care services adequate to meet
the demands of their enrollee
populations. The other basic
distinguishing characteristic is that the
financing of the health care services is
done on a prepayment basis, that is, the
organizations meet the costs of these
health care services through periodic
payments from plan enrollees. These
periodic payments (premiums) are made
to the organizations without regard to
the frequency or extent of services
furnished to any particular enrollee or
whether the enrollee has received
services.

The specific requirements that an
organization must meet in order to
qualify as an HCPP are set forth in the
regulations as a series of conditions and,
wherg appropriate, standards that
expand upon the conditions.

These conditions relati to: (1) The
range of services provided; (2) the
arrangement the HCPP makes for
covered services it does not provide
directly, (3] the composition of the
HCPP's physician and other medical
staff; (4) enrollee access to services; and
(5) fiscal accountability; (6) and the
written agreement with the
Administrator.

1. Range of Services.
The proposed regulations require that

an HCPP must provide at least the
following services -to its Medicare
enrollees: physicians' services; and
diagnostic X-ray, laboratory and other
diagnostic tests. We consider these to
be the essential health services and
represent the minimum from among the
medical and other health services Part B
covers that a HCPP should offer its
Medicare enrollees. The HCPP may, of
course, offer other services covered
under Part B and may also furnish
inpatient hospital services and other
services Medicare covers under Part A.
Physicians' services are, of course, the
core of services furnished by health care
prepayment plans. (See S. Rep. No. 404,
Part 1, 89th Cong., 1st Sess. 43 (1965).)
Diagnostic tests are also required to
assure that physician services offered
by the plan are reinforced by the
availability of essential diagnostic
support. This requirement would also
make the Part B services required to be
furnished by the HCPP regulations
consistent with those required for
certain AO's. (See 42 CFR 405.2005(b).
However, the HCPP may not receive
payment under the provisions of this
regulation for services furnished by a

-provider of services, whether covered
under Part A or Part B. HCFA will make
payment for these services directly to
the provider of the services (hospital.

HHA, or SNF) through its Medicare
fiscal intermediary.

2. Provision of Services.
The proposed regulations provide that

an HCPP must furnish its services
through institutions, entities and persons
approved by the Medicare program. For
example, if services are furnished by
independent laboratories, portable X-
ray suppliers or end-stage renal disease
facilities, the laboratory or supplier must
have been approved as meeting the
applicable conditions for coverage as
described in Subparts M, N and U of 42
CFR Part 405, the Medicare regulations.
Similarly, if an HCPP furnishes services
provided by a hospital, skilled nursing
facility, home health agency, or a
provider ofoutpatient physical therapy
services, these providers must have
.approved provider agreements under the
Medicare program.

These regulations also require that for
an HCPP to qualify, a physician must
provide medical direction of the HCPPs
health care staff. HCPP's would not be
required to have a physician on the
premises at all times during office hours
in order to qualify, nor would a
physician be required to directly
supervise all nonphysician health care
professionals. However, if a physician
was not present, one would have to be
available through direct
telecommunication for consultation, and
to assist with medical emergencies. This
is supportive of the Department's efforts
to provide basic health care services to
medically underserved populations.
These populations live in areas
designated as having a shortage of
personal health services, due principally
to insufficient numbers of physicians
and high numbers of people eligible for
Medicare and Medicaid. We have not
proposed a requirement that a physician
be on the premises for specific amounts
of time or how frequently. We would
like to receive comments on the need
for, and terms of, such a requirement.

While some latitude in physician
direction and supervision Is proposed
for purposes of the qualifying conditions
for HCPP's, we must point out, however.
that coverage of nonphysician services
under Part B of Medicare is limited.
Generally, under current policy, only
those nonphysician services performed
"incident to a physician's professional
service" are covered, and then only
when a physician is actually present
and immediately available to provide
assistance and direction. These Part B
coverage requirements would apply to
services furnished by HCPPs in the
same way they apply to services
furnished by any health care facility or
individual to Medicare beneficiaries.

The Department is reviewing current
policies on payment for nonphysician
services performed "incident to a
physician's professional service". We
would welcome comments on the
current reimbursement policy and
recommendation for change.

Another provision requires that if the
HCPP provides covered services to its
Medicare members through agreements
with physicians, other than those
employed by the HCPP, or with
suppliers that are not owned, operated,
or controlled by the HCPP, the HCPP is
responsible for insuring that the services
furnished under these agreements are
efficient, effective, and economical.

3. Access to Services.
To assure that services can be

obtained when needed, the proposed
regulations require that the specified
minimum range of covered services
furnished by an HCPP to its Medicare
enrollees must be: (1] furnished by the
HCPP directly or under agreements; (2)
available and accessible to each of its
enrollees promptly- and (3) furnished in
a manner that assures continuity of each
enrollee's health care. Additionally, in
order to assure continuity of care, the.
HCPP must maintain an adequate
medical recordkeeping system and must
assure that a health care professional in
its organization is responsible for
coordinating each enrollee's overall
health care.

4. Organization and Operation of
Services.

The proposed regulations also require
an HCPP to have a fiscally sound
operation and to meet certain other
organizational and operational
requirements that HMOs under
Medicare are required to meet.

With respect to fiscal solvency, these
regulations require that the organization
have a financial plan that demonstrates,
among other things: (1] a positive cash
flow, (2) the ability to establish reserves,
and (3) provision against the risk of
insolvency. In assessing the fiscal
solvency of an HCPP, we will take into
consideration any Public Health Service
grant funds, as well as any other
revenues.

The other organizational and
operational requirements that an HCPP
must meet include minimum standards
dealing with the re-enrollment of
Medicare beneficiaries and grievance
procedures.

These administrative requirements
represent the minimum we believe
necessary to provide a reasonable
expectation of financial stability and of
the organization's capacity to serve its
enrollees in an efficient manner. They
are based on our experience to date
with cost-based IMOs underMedicare
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and on generally accepted sound
business practices.

5. Organization of physician services.
Thepraposed regulations provide that

physician services furnished by the
HCPP to its Medicare enrollees must be
furnished through one of the following:
(1) employees of the organization; (2) a
medical group or an'individual practice
association; (3) physicians who have
contracted with the-HCPP to furnish
services; (4) any combination of staff,-
medioal group, individual practice
association, or physicians that have
contracts with the HCPP; or (5) an entity
that for the first 3 years as an HCPP
would qualify as a medical group under
these regulations but its physician
members do not meet all of the
requirements for professional activity
(e.g., time spent in delivery of services to
the HCPP's enrollees).
Request for Comments on Proposed
Criteria From Current Cost Basis Group
Practice Prepayment Plans'

We anticipate that all of the cost basis
group practice prepayment plans
currently participating in Medicare will
bd able to meet the requirements
contained in these proposed regulations.
However, we do not have sufficient - *
information available to confirm this.
We would appreciate receiving from the
plans comments concerning whether
there are requirements they will not be
able to meet and, if so, what timetable
they think will be appropriate to come
into compliance'with these regulations..

Reimbursement of HCPPs
"1. Reimbursement options for

prepayment organizations.
There are three reimbursement

options under Medicare for prepayment
organizations. They may be
characterized as the HMO option, the
reasonable charge option, and th6
reasonable cost option. Section 1876 of
the Act authorizes the Medicare
program to provide reimbursement to
HMOs on either a reasonable cost or an
incentive basis-for services covered
under Parts A and B of the program.
Section 1833(a) provides that, in general,
reimbursement for items and services
covered under Part B of the Medicare
program shall be 80 percent of the
reasonable charge for such items and
services, after subtracting the
beneficiaries' deductibles and taking -
into account other applicable limitations
under the law., Section 1833(a)(1)(A)
permits prepayment organizations to
receive 80 percent of the reasonable cost
of medical and other health services
-covered under Part B furnished to their
Medicare enrollees, after taking into

account the beneficiaries' deductibles
dnd other limitations.

Organizations qualifying as HMOs are
reimbursed under 42 CFR Part 405,
Subpart T. Prepayment organizations
electing the reasonable charge option
are paid according to administrative
guidelines (see discussion below under

-Reimbursement of Other Prepayment
Organizations). These'proposed
regulaiions would clarify and establish
uniform reimbursement policy for
prepayment organizations that elect the
option to-receive payment of reasonable
cost for medical and other health
services covered under Part B.

2. Reimbursement Policy Changes.
The current administrative guidelines

fur paying GPPPs offer a number of
different methods of reimbursement.
They do not provide forreimbursement
of certain costs unique to prepayment
organizations, such as marketing costs.
On the other hand, they'do allow, in
some' situations, the payment of an
"equalization factor" which is a
payment for long-range capital needs in
excess of budgeted costs. (This payment
is allowedonly if the premiums the
GPPP's non-Medicare enrollees are
charged includes a-similar amount for
this purpose,)

As indicated above, we believe it
desirable to adopt reimbursement.
criteria for HCPPs similar to those for
HMOs that are reimbursed on a
reasonable cost basis. For instance,
marketing and certain other costs that
are unique to the prepayment form of
health care delivery would now be
included as allowable costs for HCPPs:,
Also, these regulations would not
provide for the payment of an
equalization factor since future capital
needs are not recognized in the
definition of reasonable cost. (Section
1861(v)(1)(A) of the Act limits
reasonable cost to costs !'actually
incurred" in the efficient delivery of
needed health services such as those
defined in 42 CFR Part 405, Subpart D.)

3. Reasonable Cost Reimbursement.
The reimbursement sections of these

regulations are patterned, to the extent
possible, on the reimbursement'
regulations for cost-basis HMOs which
follows in large part, the principles of
reimbursement for costs incurred by
providers of services under Medicare
(see 42 CFR Part 405, Subpart D). A
prepayment organization that elects and"
qualifies to-receive payment under this
method will receive'80 percent of the
reasonable cost of covered medical and
.other health services.furnished directly
or under arrangements to its enrolled
Medicare beneficiaries, after subtracting
the amount of any deductibles for which
its Medicare enrollees are responsible.

Its Medicare enrollees will be liable for:
(1) amounts required under Medicare for
deductible and coinsuranc..Thebe
regulations follow the HMO regulations
in regard to the method art HCPP may
use to collect from Its Medicare
enrollees amounts for deductlble and
coinsurance, This means that an HPP
may choose to collect these amounts In
a number of different ways such as a
premium, membership fee, or a charge
per unit of service. However, regardless
of the method the HCPP uses, the total
amount it c6llects for deductible and
coinsurance may not exceed the
actuarial value of the deductible and
coinsurance its Medicare enrollees
would have paid for deductibles and
coinsurance had they not been enrolled

,in the HCPP; and,(2) amounts for
noncovered services.

Payments to an HCPP will: (1) be
made monthly on a per capita basis, in
accordance with Medicare instructions,
for those Medicare beneficiaries
enrolled in the HCPP; (2) approximate as
closely as possible the reimbursable
cost the HCPP is incurring in furnishing
covered Part B services to its Medicare
enrollees; and (3) be adjusted, If
necessary, during the reporting period
(usually 1 year) to bring payments In
line with its estimated reimbursable
costs. A settlement will be made
following the close of the reporting
period to bring interim payments made
during the period into conformance with
the amount payable under Medicare
rules.

4. Apportionment and Allocation of
Costs.

The proposed regulations also set
forth specific methods for allocating
costs among different departments of
the HCPP, and for the apportionment of
an HCPP's costs between its Medicare
enrollees and other patients. However,
§ 418A5(g) and § 418.47(d) of the
proposed regulations permit an HCPP,
subject to the approval of HCFA, to use
methods of cost allocation or
apportionment of costs'which differ
from those provided in the proposed
regulation. Because of the need for
standardization and consistency in
HCPP cost reporting,-an HCPP which
desires to use an alternative method is
requifed to demonstrate that the method
it proposes to use results In a more
accurate and equitable allocation or
apportionment than the standard
methods described in the proposed
regulations.

Section 418.45(e) of the proposed
regulations permits an HCPP, subject to
HCFA approval, to adjust the statistics
that are used to compute the
apportionment of costs for the direct
professional services of physicians and
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other health care personnel. The
adjustment is made to reflect differences
in the time and complexity of covered
Part B services furnished directly or
under arrangements to Medicare
enrollees of the HCPP. This adjustment,
known as "weighting", is permitted
since the direct services of physicians
and other health care personnel vary in
time and complexity from patient to
patient, depending on the patient's
condition and other factors. Current
guidelines permit use of a standard time
differential ("time factor") in the
apportionment of the costs of physician
services. This time factor recognizes the
cost differential related to the
expenditure of physicians' time in
providing services to patients who are
65 years of age or older as compared to
the time spent in treating younger
patients. However, it should be noted
that the standard time differential,
currently 20 percent, is under study by
HCFA and may be modified as the
results of studies and other relevant
data become available to HCFA.

5. Reimbursement for Provider
Services, and for Services Furnished by
an HCPP to Nonenrolled Beneficiaries.

While the proposed regulations would
permit an HCPP to furnish covered Part
B services to its Medicare enrollees
under an agreement with a provider of
services (i.e., a hospital, a skilled
nursing facility, or a home health agency
and, for limited purposes of furnishing
outpatient physical therapy or speech
pathology services a clinic,
rehabilitation agency, or public health
agency), HCFA will make payment for
these provider services directly to the
provider through its fiscal intermediary,
rather than to the HCPP.

An HCPP may furnish covered Part B
services to Medicare beneficiaries who
are not enrollees of the HCPP. However,
even though the HCPP is being paid on a
cost basis with respect to its Medicare
enrollees, payment for services to non-
enrolled Medicare beneficiaries would
be made to the HCPP through its area
Medicare carrier on a reasonable charge
basis.

6. Differences from Cost-Basis HMO
Regulations.

As mentioned earlier, the
reimbursement sections of these
regulations are patterned on the
reimbursement regulations for cost-basis
HMOs. Since HCPPs, however, are not
reimbursed for as wide a range of
services as cost-basis HMOs are
reimbursed (see 42 CFR Part 405.
Subpart T), these regulations do not
follow exactly the regulations for cost-
basis HMOs. For instance, we have not
included in these regulations
reimbursement requirements fork

services furnished to an HCPP's
enrollees by a "provider of services",
since such services are not reimbursable
to HCPPs. as may be in the case of
HMOs.

Also, in an effort to make these
regulations easier to understand, we
have used somewhat different language
from that in the cost-basis HMO
regulations.

Reimbursement of Other Prepayment
Organizations

The administrative guidelines
currently used by the Medicare program
(see GPPP Manual, HIM--8) for
reasonable charge reimbursement of
prepayment plans have permitted
payment under a number of different
methods (e.g.. statistical visit, charges
related to premium, or non-bill, etc.), not
all of which are subject to the payment
limitations for reasbnable charges set
forth in 42 CFR Part 405, Subpart E. The
proposed regulations would bring
reasonable charge reimbursement
completely into line with 42 CFR Part
405, Subpart E. This is the same
reasonable charge basis used to pay
physicians, suppliers and non-hospital
clinics. Payment would continue to be
made to these prepayment plans as is
done for physician and suppliers
through the area Medicare carrier.

PART 405-FEDERAL HEALTH
INSURANCE FOR THE AGED AND
DISABLED

42 CFR Chapter IV, Subchapter B, is
amended as follows:

1. In part 405. Subpart B, § 405.241 is
revised to read as follows:

§ 405.241 Payment of supplementary
medical Insurance benefits to prepayment
organizations.

A prepayment organization that has
not qualified as a health care
prepayment plan (HCPP) or health
maintenance organization (HMO) will
be paid through its Medicare carrier, for
Part B services furnished to its Medicare
enrollees, on the basis of reasonable
charges in accordance with § 405.240
and § 405.251. These organizations will
be paid 80 percent of reasonable charges
after subtracting their enrollees'
deductible amounts and taking the other
limitations under Part B into
consideration. (See 42 CFR Part 418 for
definition and reimbursement of HCPPs.
See 42 CFR Part 405. Subpart T, for
definition and reimbursement of HMOs.)

2. A new Part 418 is added to read as
follows:

PART 418-HEALTH CARE
PREPAYMENT PLANS

Subpart A-General Provisions

Sec
418.1 Scope of part.
418.2 Definitions.

Subpart B-Qualfying Conditions
418.21 Basic requirements.
418.23 Agreement with the Administrator.
418.24 Termination of agreements.
418.25 Operating experience.
418.27 Range of services.
418.29 Provision of services.
418.31 Access to services.
41833 Organization and operation.

Subpart C-Reimbursement
418.41 Ceneral principles.
418,43 Allowable costs.
418,45 Cost apportionment.
418-47 Financial records, statistical data.

and cost finding.
41849 Interim per capita payments.
418.51 Final settlement.

Authority: Sections 1102. 1833[a]1](Al.
1861(v) and 1871 of the Social Security Act, 4Z
U.S.C. 1302, 13951(a)l[l]A), 1395x(v) nd
1393hh.

Subpart A-General Provisions

§418.1 Scopeolpart.
(a) Basis. This part is based on

section 1833(al(J(A) of the Social
Security Act. 42 U.S.C. 13951(a)[1(A)
which provides that, under certain
conditions, an organization that
furnishes or makes available, on a
prepayment basis, medical and other
health services covered by
Supplementary Medical Insurance (Part
B of the Medicare program] may elect to
be reimbursed on the basis of
reasonable costs, rather than reasonable
chages.

(b) Purpose. This part specifies the
qualifying conditions that an
organization described in paragraph (a)
of this section must meet in order to be
reimbursed on a reasonable cost basis
under section 1833(a][1)(A) of the Act.
and the rules under which HCFA will
determine reasonable cost
reimbursement. Such an organization is
referred to in this part as a health care
prepayment plan (HCPP).

§ 418.2 Definitions.
As used in this part unless the

context indicates otherwise:
"Act" means the Social Security Act.
"Administrator" means the

Administrator of the Health Care
Financing Administration. or a HCFA
official or employee with authority to
act on the Administrator's behalf.

"Beneficiary" means an individual
enrolled in Part B of the Medicare
program.
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"Coinsurance" and "Deductible"
mean the amounts a Medicare enrollee
of an HCPP incurs for covered Part B
services as described in §§ 405.240,
405.243, 405.245 and 405.246 of Part 405.
42 CFR 418.41(e) describes the manner
in which these payments will be made.

"Covered PartB services" means
items or services specified in § 418.27,
and any additional medical and other.
health services that the HCPP furnishes
to its Medicare enrollees.

"Deductible"--See definition of
"Coinsurance" and "Deductible."

"General instructions" means
manuals and other written guide
materials for the Medicare program
issued by HCFA.

"HCFA" means the Health Care
Financing Administration.

"Health Care Prepayment Plan
(HCPP)" means an organization that:

(1) Is responsible for the organization,
financing and delivery of covered Part E
services to a defined population on a
prepayment basis;

(2) Elects to be reimbursed on a
reasonable cost basis; and

(3) Meets the qualifying conditions,
including the agreement with the
Administrator, specified in Subpart B of
this part.
• "Health maintenance organization"
means a health care delivery
organization that furnishes services
covered under both Part A 'and Part B of
Medicare in accordance with section
1876 of the Act (42 U.S.C. 1395mm) and
Part 405, Subpart T of this subchapter.

"Individual practice association"
means a partnership, corporation,
association, or other legil entity that-

(1) Furnishes medical items and
services primarily through.physicians
who practice in their individual offices
and who are reimbursed in accordance
with a compensation agreement
established by the association; and

(2) Meets the requirements of
§ 418.29(e).

"Medical group" means a partnership,
corporation, association, or other legal
entity that furnishes medical items and
services primarilythrough.physicians
who:

(1) Generally share facilities.and
substantial portions of major equipment
and professional, technical, and
administrative staff;

(2) Are usually reimbursed on other
than a fee-for-service basis: and

(3) Furnish their services in the
manner specified in § 418.29(d).

"Medical and other health services"
means items and serivices covered undei
section 1861(s) of the Act (see Subpart B
of Part 405 of this subchapter).

"Medicare enrollee" means an
enrollee of an HCPP who is.a
beneficiary under Part B of Medicare.

"Part A" means the Hospital
Insurance Program for the Aged and
Disabled under title XVIII of the Act.
. "Part B" means'the Supplementary

Medical Insurance Program for the Aged
and DisablTed under title XVIII of the
Act.

"Provider of services" means an entity
as defined in section 1861(u) of the Act
(42 U.S.C. 1395x[u) and in § 405.605 of
Part 405 of this subchapter.

"Reporting peeod" means the period
specified by HCFA for which an HCPP
must report its.costs and utilization.

"Services furnished directly by the
HCPP" means covered Part B services
which the HCPP furnishes its enrollees
directly through:

(1] Physicians and other health care
personfiel who are employees of the
HCPP;

(2) A group of physicians, amedical
center or other facility (other than a
provider of services) that is related to
the HCPP by common-control or
ownership; or

(3) A combination of 1 and 2 above.
"Services and supplies (including

drugs and biologicals which cannot be
self-administered) furnished by the
HCPP ihat are incident to aphysician's
professional service" means services
and-supplies that are:

(1) Generally furnished in physicians'
offices or clinics;

(2) Furnished either without charge or
included in the HCPP's costs;

(3) Furnished as an incidental, but
integral part of a physician's
professional service;

(4) In the case of a service furnished
by a non-physician, the service must be
furnished under the direct, personal
supervision of a physician, i.e., a
physician is present in the HCPP and
immediately available to provide
assistance ordirection; and

(5) Furnished by a member of the
health care staff who is an employee of
the HCPP or a physician or group of
physicians that furnishes services under
arrangements with the HCPP.

"Services furnished under
arrangements by the HCPP" means
covered Part B services which the HCPP
furnishes to its enrollees under
arrangements with:

(1) A group of physicians organized on
a group-practice or individual-pra tice
basis; or

(2) Physicians and other Health care
personnel who are not employees of the
HCPP.

r Under the terms of an arrangement,
the receipt of Medicare payment by the
HCPP, with respect to services for which

the Medicare enrollee is entitled to have
payment made under this part,
discharges the liability of the enrollee,
or any other person 'to pay for the
services.

Subpart B-Qualifying Conditions

418.21 Purpose and basic requirement.
(a) The purpose of these qualifying

conditions is to assure that an
organization has the ability to provide a
specified range of medical services on a
prepayment basis efficiently, effectively
and economically to an enrollee
population. Generally, each qualifying
condition is explainedby a series of
standards. By applying the standards,
HCFA can determine the extent and
degree to which an organization 'is
complying with each condition
indicated.

(b) To qualify or continue as an HCPP
under Medicare, an organization or
HCPP must be in compliance with all of
the conditions and applicable standards
set forth in §§ 418.23 through 418.33.

Therefore, when the term "HCPP"
appears in a condition or standard, It
applies as well to "organizations" not
yet participating as HCPPs, unless the
context Indicates otherwise.

§ 418.23 Agreement with the
administrator.

(a) General requirement. In order to
participate and receive payment as an
HCPP under the Medicare program, an
organization must enter into written
agreement with the Administrator as an
HCPP. This agreement shall include a
provision that the HCPP agrees not to
charge its Medicare enrollees for
covered Part B services amounts that
exceed their deductible and
coinsurance.

(b) Filing of agreement. An interested
organization must:
. (1) Request two copies of an

agreement from HCFA;
(2) Submit any information on Its

qualifications requested by HCFA; and
(3) Submit both copies of the

agreement signed by an authorized
representative to the Administrator.

(c) Acceptance of agreement by the
Administrator. The Administrator will
return to the HCPP one copy of the
agreement with a notice of acceptance
specifying the effective date, if the
Administrator:

(1) Determines that It would be
consistent with efficient and effective
program administration to do so;

(2) Determines, on the basis of
evidence relating to the qualifications of
the organization, that it meets the
requirements of this part and other
applicable HCFA regulations. The
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evidence may include that obtained
onsite, if an onsite evaluation is found
necessary by the Administrator and
agreed to by the organization.

[d) Content and terms of the
agreement. Under the agreement, the
HCPP agrees to the following:

(1) Maintaining compliance with
conditions. Agrees to maintain
compliance with the requirements set
forth in this part and to report promptly
to HCFA any failure to do so.

(2) Allowable charges. Agrees not to
charge the Medicare enrollee, a
beneficiary, or any other person for
items and services for which such
individual is entitled to have payment
made under the provisions of this part
(or for which the individual would have
been entitled if the HCPP complied with
the applicable procedural and other
requirements set forth in this part)
except for any deductible or coinsurance
amounts for which the individual is
liable.

(3) Required refunds.
(i) The HCPP agrees to refund as

promptly as possible any money
incorrectly collected as charges,
premiums, or otherwise, from such
individuals or from someone on their
behalf.

(ii) "Money incorrectly collected"
means charges collected in excess of the
amount for which the individual was
liable under § 418.23(a) and § 418.23(d).
It includes amounts collected at a time
when the individual was believed not to
be entitled to Medicare benefits but:

(A] The individual is later determined
to have been entitled to Medicare
benefits; and

(B) The individual was entitled or
enrolled with the HCPP during the term
of the HCPP's agreement with the
Administrator.

(4) Additional provisions.
(i) The HCPP agrees not to impose any

limitations on the acceptance of
Medicare enrollees or beneficiaries for
care and treatment that it does not
impose on all other individuals.

(ii) The agreement may contain any
additional provisions that the
Administrator finds necessary or
desirable for efficient and effective
program administration.

[e) Duration of agreement. Except for
the term of the initial agreement, the
agreement shall be for a term of one
year and may be renewed annually by
mutual consent. The term of the initial
agreement shall be set by the
Administrator.

(f) Appeal rights. If the Administrator
refuses to enter into or renew an
agreement, the organization is entitled
to an administrative hearing conducted
by a hearing officer designated by the

Administrator, if it files a written
request for a hearing within 30 days of
the date of the Administrator's written
notice of refusal. The parties to the
hearing shall be the organization and a
representative of the Administrator. The
decision of the hearing officer shall be
final and binding upon the parties. The
hearing officer shall conduct the hearing
so as to assure due process to the
parties and shall be guided by the
provisions of 42 CFR 405.2081-405.2087
405.2089-405.2090 relating to similar
hearing for HMOs.

§ 418.24 Termination or nonrenewal of
agreements.

(a) Termination or nohrenewal by
HCPP.

(1) Notice to Administrator. If the
HCPP does not wish to renew its
agreement at the end of the term, it shall
give written notice thereof to the
Administrator at least 90 days before
the end of the term of the agreement. If
th6 HCPP wishes to terminate its
agreement before the end of the term. it
shall file with the Administrator a
written notice stating the intended
effective date of termination.

(2) Action by the Administrator.
(i] The Administrator may approve

the effective termination date proposed
by the HCPP. or set a different date no
later than 6 months after the proposed
effective termination date in the HCPFs
notice.

[ii) The Administrator may approve a
date which is less than 6 months after
the HCPP's proposed effective
termination date if he determines that
termination on that date would not:

(A}'Unduly disrupt the furnishing of
services to the community serviced by
the HCPP or

(B) Otherwise interfere with the
efficient administration of the Medicare
program.

(3) Cessation of business. If an HCPP
ceases to furnish services to the
community, that shall be deemed to be a
voluntary termination of the agreement
by the HCRP effective on the last day of
business.

(b) Termination or nonreneewal by the
Administrator.

(1) Cause for termination or
nonrenewal. The Administrator may
terminate or not renew an agreement if
he determines that the HCPP:

(i) No longer meets the requirements
under this part: or

(ii) Is not in substantial compliance
with the provisions of the agreement, the
requirements of this part. any other
applicable HCFA regulations, or any
applicable provisions of title XVIII of
the Act: or

(Iii) Has undergone a change of
ownership.

(2) Notice of termination or
nonrenewal. The Administrator will give
notice of termination or nonrenewal to
the HCPP at least 90 days before the
effective date stated in the notice.

(3) Appeal by the HCPP. An HCPP
may appeal the termination or
nonrenewal of its agreement in
accordance with the provisions set forth
in § 418.23( . The appeal does not
postpone the effective date of
termination.

(c) Effect of termination or
nonrenewal. Payment will not be
available for services furnished by the
HCPP on or after the effective date of
termination or nonrenewal.

(d) Notice to the public. Prompt notice
of the date and effect of termination or
nonrenewal shall be given to the public,
through publication in local newspapers:

(1) By the HCPP, if it has initiated the
nonrenewal or termination, and as to a
termination, the HCPP shall not give
notice until after the Administrator has
approved or set a termination date:

(2) By the Administrator, when he has
initiated termination or nonrenewal of
the agreement.

(e) Conditions for reinstatement after
termination or nonrenewal of agreement
by the Administrator. When an
agreement with an HCPP is terminated
or is not renewed by the Administrator,
the HCPP may not file another
agreement to furnish services under the
Medicare program unless the
Administrator.

(1) Finds that the cause for the
termination or nonrenewal of the prior
agreement has been removed; and

(2) Is assured that the cause for the
termination or nonrenewal will not
recur.

" 418.25 Operating experience.
Condition. The HCPP must have been

proiding, and as an HCPP continue to
provide, the range of covered Part B
services specified in § 418.27 to a -
sufficient number of individuals,
enrolled on a prepayment basis, to
assure HCFA that there is a reasonable
basis for determining a rate of
reimbursement in accordance with this
subpart.

§ 418.27 Range of services.
Condition. The HCPP must at a

minimum furnish to its Medicare
enrollees, directly or under
arrangements with others, the following
medical and other health services:

(1) Physicians" services and
(2) Diagnostic X-ray tests, laboratory,

and other diagnostic tests.

72543



72544 Federal Register / Vol. 45, No. 213 / Friday, October 31, 1980 / Proposed Rules

§ 418.29 Provision of services.
(a) Condition. The HCPP must provide

covered Part B services to its Medicare
enrollees through institutions, entities,
and persons that have qualified under
the applicable requirements of title
XVIII of the Social Security Act (see
paragraph (b) of this section), and
applicable State or local regulatory
authorities.

(b) Standard. Conformance with
Medicare conditions of participation
and conditions for coverage.

(1) A provider of services that
furnishes items or services to the
HCPP's Medicare enrollees must have
qualified under the applicable
conditions of participation specifiedin
Subparts J, K, L, and Q'of part 405 of this
subchapter.

(2) Independent laboratories, portable
x-ray suppliers, or end-stage renal
disease facilities that provide services to'
the HCPP must have qualified under the
applicable conditions for coverage
specified in Subparts M, N and U of part
405 of this subchapter.

(c) Standard: Organization of
physician services.

(1) Except for physicians' services that
are unusual or infrequently used, the.
physicians' services furnished by an
HCPP to its Medicare enrollees must be
furnished through:

(i)'Its employees of the HCPP;
(ii) A medical group (subject to

provisions of paragraph (d) of this
section);

(iii) An individual practice association
(subject to the provisions of paragraph
(e) of this section);

(iv] Physicians who have contracted
with the HCPP for the provision of their
services (subject to the provisions of
paragraph (c](2) of this section);

(v) Any combination of staff, medical
group, individual practice association, or
physicians specified under paragraph
(c)(1)(i) through (iv) of this section who
have contracts with the HCPP; or

(vi) An entity that, during the
organization's first 3 years as an HCPP
in the Medicare program, would be a
medical group but for the requirements
for professional activity in paragraph
(d)[3) of this section. After this 3-year
period, these services may be provided
by the entity only if HCFA determines
that the principal professional activity of
the entity's members (over 50 percent
individually) is the coordinated practice
of their profession; and:

(A) At least 20 percent of the
physicians in the HCPP's service area
are members of the entity;

(B) The HCPP has-an insufficient
number of enrollees to require the use -of
35 percent of the entity's services; or

(C) The entity serves two or more
HCPPs or HMOs that, in the aggregate,
use at least 35 percent of the entity's
services.
. (2) After the organization's first 3

years as an HCPP in the Medcicare -
program, HCFA will not make
reimbursement for costs incurred under
contracts with physicians under "
paragraph (c)(1)(iv) of this section, if the
amount projected to be paid under these
cbntracts in a reporting period exceed:

(i) 15 percent, or
(ii) 30 percent, if the HCPP serves

principally a rural area, - '
of the total amount projected to be paid
by the HCPP to all physicians for the
furnishing of physicians' service.

A waiver of this requirementmay be.
granted by HCFA for good cause shown.

(d) Standard: Requirements for a
medical group. A medical group that
furnishes services to an HCPP must
meet te following requirements:

(1) It must have a written services
agreement with the HCPP to furnish
services to the HCPP's enrollees;

(2) It must be composed of health
professionals, a majority of whom are
licensed to practice medicine or
osteopathy, and of other health .
professionals (including dentists,
optometrists, and podiatrists) that are
considered necessary for the provision
of health services for which the group is
responsible; and

(3) Each of its members devotes at
'least 50 percent of his time to the
*practice of his profession, and the group
devotes at least 35 percent of its total
professional activity to the delivery of
'health services to enrollees of an HCPP
or HMO; I

(4) Its members must pool their
income from practice as members of the
group and distribute it among
themselves according to a prearranged
salary or drawing account or other
similar plan unrelated to the provision
of specific health services;

(5) Its members must share health and
medical records and substantial
portions of major equipment and the
services of professional, technical, and
administrative staff:

(6) Its members must share the
services of such additional other'health
care professionals (e.g., paramnedical,
ancillary, and other non-physician
personnel directly involved in the
provision of health care) as are
available and appropriate for the
effective and efficient delivery of the
services of the group; and

(7) it must'have an arrangement
whereby an enrollee's enrollment status
is not known to the health professional

who furnishes health services to the
enrollee.

(e) Standard. Requirements for an
individualpractice association. An
individual practice association that
furnishes services to an HCPP must
meet the following requirements:

(1) It must have a written services
agreement with the HCPP to furnish
services to the HCPP's enrollees: and

(2) It must deliver or arrange for the
delivery of health services and have a
written service agreement or agreements
with health professionals, a majority of
whom are licensed to practice medicine
or osteopathy. The written service
agreement must provide:

(i) That the health professionals will
furnish their services in accordance with
a compensation agreement established
by the association; and

(i) To the extent feasible, for the
sharing by these health professionals of
health, medical and other records, major
equipment, and the services of
professional, technical, and
administrative staff.

(f) Standard: Physician Direction, The
HCPP's health delivery system must
assure that a physician provides
medical direction of its health care
activities, and consultation for and
medical supervision of th'e health cure
professionals who are directly involved
in the furnishing of health care. The
HCPP must demonstrate that:

(1) A physician provides medical
direction for the HCPP's health care
activities and consultation for, and
medical supervision of the health care
staff;

(2) If a physician is not present during
the times the clinic or office is open to
furnish medical services, a physician is
available through direct
telecommunication for consultation, and
for advice and assistance with medical
emergencies; and

(3) Each patient is under the care of
an HCPP physician or a physician who
furnishes services under an arrangement
with the HCPP.

(g) Standard: Effective arrangements.
If covered Part B services are furnished
by an HCPP to its enrollees under
arrangements with physicians who are
not employees of the HCPP, or suppliers
of services that are not owned, operated
or controlled by the HCPP, these
arrangements must be an efficient,
effective, and economical means of
furnishing services.

(h) Standard: Conformance with State
and localrequirements. An HCPP and
its officers must meet all requirements
that are imposed by State and local
regulatory orlicensing authority.
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§ 418.31 Access to services.
(a) Condition: An HCPP must assure

that its services are accessible to its
enrollees and there is continuity of care.

(b) tandard: Availability and
accessibility of services. An HCPP must
assure that covered Part B services, as
well as other services its enrollees are
entitled to receive, are available
promptly and accessible within
generally accepted community norms
and in sufficient quantity for effective
care.

(c) Standard: Continuity of care. An
HCPP must furnish health care in a
manflier that assures continuity of care,
including, but not limited to:

(1) Provision for a health care
professional who is primarily
responsible for coordinating each
enrollee's overall health care; and

(2) Development of a health and
medical'record-keeping system through
which all pertinent information relating
to the health care of the enrollee is
accumulated and is readily available to
appropriate professionals.

(3) Maintaining communications with
health resources to which it has referred
enrollees to assure that it is kept
informed about the services provided to
them.

§ 418.33 Organization and operation.
(a) Condition. The HCPP must.have a

fiscally sound operation and must meet
the standards specified in this section.

(b) Standard. Solvency. The HCPP
must have a fiscally sound operation
that demonstrates:

(1) A positive cash flow, including
provisions for retirement of existing and
proposed indebtedness;

(2) The ability to establish reserves, in
compliance with applicable State laws
pertaining to the fiscal responsibility of
those reserves;

(3) Adequate provision has been made
against the risk of insolvency that
allows for.

(i) Continuation of benefits for the
duration of the contract period for which
payment has been made; and

(ii) Continuation of benefits to
enrollees who are confined on the date
of insolvency in an inpatient facility,
until their discharge; and

(4) That the organization has obtained
and maintains in force a fidelity bond or
bonds covering every officer and
employee entrusted with the handling of
its funds. The amount of the bond may
be fixed by the erganization's board of
directors or other policy-making body.
but the amount may not be less than
$10000.

(c) Standard: Re-enrollment The
HCPP may not expel or refuse to re-

enroll any Medicare enrollee because of
his health status or health care needs.

(d) Standard: Grievances. The HCPP
must have a grievance system that
provides fair and equitable procedures
for hearing and resolving grievances
between the HCPP (including the staff of
the HCPP, a medical group or an
individual practice association) and its
enrollees that, at a minimum:

(1) Facilitates the submission of
grievances, including procedures for
transmitting them in a timely manner to
appropriate decision-making levels
within the HCPP that have authority to
take corrective action;

(2) Provides for a full investigation of
the grievance and assures that
appropriate action is taken promptly in
every case; and

(3) Provides for timely notification to
the Medicare enrollee (or his
representative) as to what action is
being taken.

(e) Standard- Statistical and other
information systems.

(1) The HCPP must have effective
procedures to develop, compile, and
evaluate statistics and other information
relating to:

(i) The cost of its operations:
(ii) The patterns of utilization of its

services;
(iii) The availability, accessibility, and

quality of its services;
(iv) To the extent practical,

developments in the health status of its
enrollees; and

(v) Other matters as HCFA may
require.

(2) The HCPP must report the
information specified in paragraph (e)(1)
of this section, at the time and in the
manner specified by HCFA, to HCFA, its
enrollees, and the general public.

(f) Standard: Confidentiality. The
HCPP must establish adequate
procedures to insure the confidentiality
of its enrollees' health and medical
records and of the physician-patient
relationship but shall not rely on such
procedures to deny HCFA information
needed to make proper reimbursement
or otherwise for the efficient and
effective administration of its program
responsibilities.

Subpart C-Reimbursement

§ 418A1 General principles.
(a) Reimbursement on a reasonable

cost basis.
(1) HCFA will pay an HCPP on the

basis of the reasonable cost the HCPP
incurs in furnishing covered Part B
services to its Medicare enrollees, after
taking into consideration the enrollees'
deductibles, coinsurance and other
applicable limitations under Part B.

V

Reasonable coat is defined in section
186I(v)(1)(A) of the Act and Subpart D
of Part 405 of this subchapter. The costs
incurred by the HCPP in furnishing
covered Part B services to its Medicare
enrollees are reimbursable if proper and
necessary, reasonable in amount, and
appropriately apportioned among the
HCPP's Medicare qnrollees, other
enrollees, and non-enrolled patients. In
order to be considered reasonable,
actual costs of the HCPP may not
exceed those a prudent and cost-
conscious buyer would incur in
furnishing care.

(b) Covered services not reimbursed
under this subpart.

(1) Services reimbursed under Part A
are not reimbursable to an HCPP. HCFA
will make payment for these services
directly to the hospital, or other provider
of services, on a reasonable cost basis
through the provider's Medicare fiscal
intermediary (for more details, see
subpart D of Part 405 of this chapter).

(2) Covered Part B services furnished
by a provider of services to an HCPPs
Medicare enrollees are not payable to
the HCPP. HCFA will make payment for
these services to the provider on behalf
of the Medicare enrollee through the
provider's Medicare fiscal intermediary.
This requirement does not affect
Medicare payment to the HCPP for
physicians' services furnished to its
Medicare enrollees for which the
physicians are compensated by the
HCPP.

(3) HCFA will make payment to an
HCPP for covered Part B services
furnished by the HCPP to a Medicare
beneficiary who is not enrolled in the
HCPP if the beneficiary assigns his
righjs to payment in accordance with
§ 405.1675 of this subchapter. Payment
will be made on a reasonable charge
basis through the HCPPs Medicare
carrier.

(c) Interim payments. HCFA will pay
an HCPP a monthly interim per capita
rate of payment in accordance with
§ 418.49 of this subpart. The interim
payment will be subject to retroactive
adjustment at the end of each reporting
period as specified in § 418.51.

(d) Deductions from reasonable cost.
In determining the amount due an HCPP
for covered Part B services furnished its
Medicare enrollees, HCFA will deduct
from the reasonable cost actually
incurred by the HCPP an amount equal
to the actuarial value of the dzductible
and coinsurance amount that would
otherwise be applicable to those
services if the Medicare enrollees who
received the services had not been
enrolled in the HCPP.

(e) Deductible and Coinsurance
Payments. The requirements for
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deductible and coinsurance shall be
satisfied by payment to the HCPP by the
Medicare enrollee or by someone on his
behalf of equivalent amounts that do not
exceed the actuarial value of the
deductible and coinsurance for which its
Medicare enrollees otherwise would
have been liable had they not enrolled
in the HCPP. The payment 6f such
amounts may be' made as a premium,
membership fee, charge per unit, or"
similar charge (or as a portion thereof if
such a charge represents prepayment for
non-covered services].

§ 418.43 AIowable costs.
(a) Generalprinciple. Allowable costs

are those direct and indirect-costs
incurred by an HCPP which are proper
and necessary for the efficient delivery
of covered Part B services. Allowable
costs include, subject to the conditions
and limitations of this part, those costs
related to furnishing services to
enrollees, as well as costs of enrollment,
marketing, membership, and similar
costs that are proper and necessary to
the HCPP's operations.

(b) Provider cost reimbursement
principles applicable to HCPP's.

The allowability of an HCPP's costs in
furnishing covered Part B services to its
Medicare enrollees is generally
determined according to the principles
of Medicare reimbursement for provider
costs (see Subpart D of Part 405 of this
-chapter). These cost-principles include
(but are not limited to) the following:

(1) Depreciation. An appropriate '
_allowance for depreciation on buildings
and equipment is an allowable cost, in
accordance with § § 405.415, 405.417, and
405.418.

(2) Interest expense. Necessary. and
proper interest on both current and
capital indebtedness is an allowable
cost, in accordance with § 405.419.

(3) Bad debts. Bad debts are
deductions from revenue and may not
be included in allowable costs except as
follows:

(i) If an HCPP has made a reasonable
effort to collect them, bad debts
attributable to deductible and
coinsurance amounts for services
furnished under this part for which a
Medicare enrollee is liable in a reporting

-period aiee'reimbursable under this part,
subject to the conditions in § 405.420.

(ii) If these deductible and
coinsurance amounts are paid, in full or
in part, by a Medicare enrollee or
someone on his behalf through a
monthly premium or other periodic
amount, the amount of allowable bad
debts for a Medicare enrollee for a

i reporting period is limited to an amount
which does not exceed three times the
monthly rate for the actuarial value of

the deductible aha coinsurance
amounts.

(4) Charity and 'ourtesy allowances.
Charity and courtesy allowances are
deductions from revenue. They may not.
be included in allowable costs, in
accordance with j 405.420.

(5) Cost of educational activities. An
appropriate part of the net cost of
approved educational activities engaged
in by an HCPP is an allowable cost, in
accordance with § 405.421.

(6) Research costs. Costs incurred for
research purposes, over and above
patient care, are not allowable costs in
accbrdance with § 405.422.

(7) Grants, gifts, and income from
endowments. Grants, gifts, and income
from endowments are treated in
accordance-with § 405.423.

(8) Value of servicei of nonpaid
workers. The value of services of
nonpaid-workers of an HCPP is not an
allowable cost, except as provided in
§ 405.424.

(9) Purchase discounts and
allowances and refunds of expenses.
Discounts and allowances that an'HCPP
receives on purchases of goods and
services and refunds of previous
expense payments must be deducted
from the costs to which they relate, in
accordance with § 405.425.

(10) Compensation of owners. A
reasonable allowance of compensation
for services of owners is an allowable
cost, if the services are actually
performed and are necessary as -
specified in § 405.426.

(11) Cost to related organizations.
(i) Except as provided in paragraph

(b)(11)(ii), costs applicable to services,
facilities, and supplies furnished to an
HCPP by an organization related to the
HCPP by common ownership or control
must.be included.in the allowable costs
of the HCPP at the cost to the related
organization, in' accordance with
§ 405.427. These costs may not exceed
the price of comparable services,
facilities, or supplies that would be paid
by a prudent buyer purchasing
elsewhere.

(ii) For purposes of this part, a
* medical group, or other facility or

supplier, is not considered a related
organization solely because of a risk-
sharing or incentive agreement with an
HOPP for reimbursgnient or
compensation for services furnished the
HCPP's enrollees, or solely because
.substantially all services furnished by
the medical group or other facility or
supplier are furnished to enrollees of the
HCPP. However, if one of the
organizations clearly exercises
significant management or ownership
influence or control over the other, or

'has the power to do so, the HCPP and

the organization shall be considered to
be related.

(12) Medicare limitation on
reimbursement, Section 405.455, which
limits payments to the lesser of the
reasonable cost or the customary
charges for covered services, does not
applyiiith respect to covered Part B
services furnished by an HCPP to Its
Medicare enrollees,

(c) Enrollment and marketing costs,
(1) Necessary and proper enrollment

and marketing costs Incurred by an
HCPP in offering covered Part B services
to potential enrollees are allowable In
accordance with this part. These costs
include selling, advertising, promotional,
and other marketing coats and may not
exceed an amount that would be
incurred under prudent and cost-
conscious management. "

(2) In determining whether enrollment
and marketing costs are reasonable In
amount, HCFA shall take Into account
the relatively higher costs that the HCPP
may incur in initially offering its plan to
Medicare beneficiaries.

(d) Membership costs.
Membership costs that are incurred in

maintaining and servicing contracts for
prepayment enrollees are allowable
costs. These costs include, but are not
limited to,'reasonable costs incurred in
connection with maintaining statistical,
financial, and other data on enrollees.

(e) Cost ofphysicians' services
furnished directly by an HCPP.

(1) Principle. The cost incurred by an
HCPP for the compensation of
physicians furnishing covered Part B
services, who are employees or partners
of the HCPP, or who are members of a
group of physicians related to the HCPP
by common ownership or control as
determined under paragraph (b)(11) of
this section, is an allowable cost to the
e:ftent it is reasonable. Reasonableness
of compensation is based on
compensation paid similar physicians
furnishing similar services In a
comparable setting, The portion of
compensation cost that exceeds what is
normally incurred for similar services is
not an allowable cost.

(2) Application. Compensation for the
direct patient care services of
physicians (e.g., salaries, wages,
incentive payments, fringe benefits, etc.)
shall be distinguished from payments to
physicians for administrative services
(e.g., expenses 4ttributable to facilities,
equipment, support personnel, supplies,
etc.) in determining whether '
compensation is allowable. Physicians
compensation may take various forms,
but it is intended that the aggregate
compensation allowable be reasonable
in relation to the services personally
furnished. Reasonableness of
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compensation is determined by
comparison with compensation paid for
comparable services and
responsibilities.

(f) Cost of physicians' services or
other supplier services under
arrangements.

(1) Subject to the limitations- described
in paragraphs (f) (2), (3) and (4) of this
section, the amount paid by an HCPP to
a physician or physician group
(organized as a medical group or as an
individual practice association) or other
supplier of services for covered Part B
services furnished under arrangements
is an allowable cost to the extent it is
reasonable, as determined in paragraph
(e) of this section.

(2) The amount paid by an HCPP for
covered Part B services furnished under
arrangements on a fee-for-service basis
is an allowable cost to the extent it does
not exceed the reasonable charges for
the services as defined in subpart E of
Part 405 of this subchapter.

(3) If an individual practice
association has written agreements with
its physicians that include acceptance
by them of effective incentives (such as
risk-sharing or other financial
incentives) designed to avoid
unnecessary or costly use of health
services, then the amount paid by an
HCPP for covered Part B services
furnished under arrangements is an
allowable cost to the extent it is
reasonable, as determined under
paragraph (e) of this section.

(4) If an individual practice
association does not have written
agreements with its physicians as
specified in paragraph (f)(3) of this
section, the amount paid by an HCPP for
covered Part B services furnished under
arrangements is an allowable cost to the
extent it does not exceed the reasonable
charges for the services as defined in
subpart E of Part 405 of this subchapter.

(g) Special Medicare program
requirements.

(1) The following costs that are
incurred by an HCPP solely for purposes
of the Medicare program and are unique
to the Medicare program's HCPP
provisions will be reimbursed in full by
Medicare:

(i) the reasonable cost of reporting
individual beneficiary enrollment
accretion and deletion data; and

[ii) the reasonable cost of special data
required from an HCPP by the Medicare
program solely for program evaluation
and planning purposes.

(2) These costs must be separately
budgeted and approved in advance of
the reporting period.

(3) The costs bf acquiring and
maintaining data which the HCPP is
required to maintain and furnish HCFA

under any other provision of this part
will be apportioned in accordance with
§ 418.45. These costs include the normal
administrative costs incurred by the
HCPP in obtaining reimbursement from
the Medicare program, including the
cost of maintaining and reporting
statistical, accounting, and actuarial
data to determine the amount of
reimbursement due and the cost of
preparing cost reports.

§ 418.45 Cost apportionment.
(a) Generalpolicy. Total allowable

direct and indirect costs of an HCPP
shall be apportioned among Medicare
enrollees of the HCPP, other enrollees,
and any non-enrolled patients of the
HCPP, as specified in this section and
using methods approved by HCFA. (See
§ 418.43(g) for the reimbursement of
costs incurred in meeting special
Medicare program requirements.) The
two basic objectives of this
apportionment are that, to the extent
reasonably possible:

(1) Non-Medicare enrollees or non-
enrolled patients of the HCPP will not
bear the costs of delivering care to
Medicare enrollees of the'HCPP and

(2) The Medicare program will not
bear the costs of delivering care to non-
Medicare enrollees or non-enrolled
patients of the HCPP.

(b) Apportionment of covered Part B
services furnished directly by on HCPP.
The total allowable direct and indirect
costs of covered Part B services
furnished directly by an HCPP shall be
apportioned for each department on the
basis of the ratio of the covered Part B
services furnished to Medicare enrollees
of the HCPP to total services furnished
by the department to all enrollees of the
HCPP and other patients. (For example,
there would be separate apportionments
for such departments as medical.
laboratory and radiological services.)
The sum of the apportioned costs for
each department furnishing covered Part
B services is the total share of the costs
the Medicare program will bear.

(c) Apportionment of covered Part B
services furnished under arrangements.
The share of the cost of covered Part B
services furnished under arrangements
by an HCPP that the Medicare program
bears shall be determined as follows,
subject to the conditions and limitations
set forth in paragraph [g) of this section:

(1) If the HCPP pays for the services
on a basis other than charges, the
amount the HCPP pays, to the extent it
is reasonable, shall be apportioned for
each department on the basis of a ratio
of the covered Part B services furnished
to the HCPP's Medicare enrollees to
total services furnished to all the

HCPP's enrollees and other patients
covered by the palyment.

(2) If apportionment on the basis
specified in paragraph (c)(1) of this
section results in the Medicare program
bearing the costs of delivering care to
individuals who ar not Medicare
enrollees of the HCPP (i.e., because of
the special nature of the terms of the
HCPP's financial agreement with a
group of physicians), the share that the
Medicare program bears shall be
determined on some other appropriate
basis approved by HCFA.

(3) If the HCPP pays for covered Part
B services on a charge basis, the share
that the Medicare program bears shall
be the charges paid by the HCPP under
the terms of the agreement for these
services if these charges do not exceed
the reasonable charges for the services,
as defined in Subpart E of Part 405 of
this chapter. This limitation does not
apply in the case of HCPP payments to a
physician group organized on an
individual practice basis that meets the
requirements specified in §418.43(f](3}.

(d) Apportionment of other services
for which an HCPP assumes financial
responsibility. The share that the
Medicare program bears for the cost of
covered Part B services payable under
this part, other than those furnished
directly or under arrangements, shall be
determined in accordance with
paragraph Cc) of this section, unless
payment of a greater amount is
approved by HCFA. For example,
payment of the charges of a physician or
other Part B supplier (rather than the
reasonable charge for the sen-ice as
defined in Subpart E of Part 405 of this
chapter) may be justified if:

(1) The physician or other Part B
supplier furnishes services to enrollees
of the HCPP on an infrequent basis;

(2) These charges represent an
insignificant amount of total
reimbursement to the HCPP by the
Medicare program; and

(3) These charges do not exceed the
amounts charged by the physician or
other Part B supplier to other patients
for similar services.

(e) Weighting for services of
physicians and other health care
personnelfurnished directly or under
arrangements.

(1) Generalpolicy.
(i) If an HCPP meets the requirements

set forth in paragraph (e](2) of this
section, it may adjust the statistics that
are used to compute the apportionment
of costs for the direct professional
services of physicians and other health
care personnel (i.e., salaries, wages,
incentive payments, fringe benefits, etc.]
to reflect differences in the time and
complexity required to furnish covered
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Part B services to the HCPP's Medicare
enrollees as opposed to other patients.
This adjustment will be referred to aseighting".

(ii) An HCPP May not weight costs
related to equipment, medical records,
supplies, and other costs not related to
the direct professional services of
physicians and other health care
personnel.

(iii) An HCPP may use only one
method of weighting for services.

(2) Conditions for weighting of
services. An HCPP may weight services
used to compute the apportionmentof
costs of covered Part B services
furnished directly or under
arrangements if:

(i) The weighting is approved in
advance by HCFA;

(ii) The weighting is based on
statistics or adequate data acceptable to
HCFA;

(iii) The services furnished Medicare
enrollees of the HCPP, other enrollees,
and non-enrolled patients used in
apportionment ratios are weighted on
the same basis to assure an equitable
apportionment of costs;

(iv) The weighting is applied only to
services furnished to HCPP patients in
the ambulatory health care setting (e.g.,
medical center or clinic) if the weighting
system is based on a methodology
which relies primarily on data collected
from services delivered to non-
institutionalized patients exclusively;

(v) The payment limitations set forth
in § 418.43(f)(1) are applied; and

(vi) Apportionment is on the basis of
services, as specified in paragraphs (b)
and (c)(1) of this section.

(f) Methods of apportionment of
administrative and general costs of an
HCPP
- (1) An HCPP's enrollment and
marketing costs (see section 418.43(c)),
membership costs (see section
418.43(d)), and other administrative and/
general costs shall be apportioned on
the basis of a ratio of the Medicare
enrollnient to the total HCPP enrollment
if these costs:

(i) Benefit the total enrolled
population of the HCPP; and ,

(ii) Are not directly associated with
providing medicare care.

(2) General mangement and other
administrative and general costs of an
HCPP that bear a significant
relationship to services furnished by the
HCPP shall be included in the overall
costs of the HCPP. These costs shall be
apportioned on the basis of the
percentage of the HCPP's total other
costs that have been apportioned to the
Medicare program, as set forth in this
section.

(g) Other methods of apportionment.

(1) An HCPP may use a method of
-apportionment of c6sts other than the
-,methods specified in this section if:
(i) The method results in a more

accurate and equitable apportionment of,
allowable costs;

(ii) The method is justifiable'from an
administrative and "cost'standpoint;

(iii) The HCPP submits a written
request to HCFA at leat 90 days before
the start of the reporting period for
which the *alternate method is to be
used; and

(iv) HCFA approvbs the request.
(2) If an HCPP obtains HCFA's

approval to use an alternate method of
apportionment of costs under paragraph
(g)(1) of this section, it may not revert to
another method without first obtaining
HCFA's approval as specified in
par.agraph (g)(1) of this section.

(3) For an initial reporting period, an
HCPP that does not have the capability
to collect the statislical and financial
data needed to apportion allowable
costs as required by this section may,
after first obtaining the approval of
HCFA, use another method for doing so.
However, the HCPP must present a plan
that satisfies HCFA that it will have this
collection capability by the end of its
second reporting.period.

§ 418.47 Financial records, statistical data,
and cost finding.

(a) Generalprinciple. In order for
HCFA to make a proper determination
of reimbursable costs to an HCPP, the
HCPP must maintain financial and other
records, in the form and detail specified
by SCFA, on the covered Part B services
it furnishes, either directly or under
arrangements, to its Medicare enrollees.
These records must:

(1) Contain accurate and sufficient
detail on incurredcosts, enrollment; and
statistical data; and

(2) Follow standardized. definitions,
accounting, statistics, and reporting
practices that are widely accepted in the
health care industry, except where the
provisions of this subpart require the
use of specialized methods..

(b) Accounting standards. An HCPP
must provide adequate cost and
statistical data, based on its financial
and statistical records, which are
capable of verification by qualified
autitors. The cost data must be based on
an approved method of cost finding and
on an accrual basis of accounting. Cost
data from a govermnentalimstitution
that operates on a cash basis of
accounting will be acceptable; however,
appropriate depreciation on capital
assets will be allowable rather than the
expenditure for the capital asset..

(c) Departmental basis for reporting
data. An HCPP must'report by

departments (i.e., medical care,
laboratory, X-ray) the statistical and
financial data for cov6red Part B
services It furnishes directly unless It
receives approval from DCFA to use an
alternate method as provided In
paragraph (d) of this section. It must
furnish statistics that indicate the
frequency and type of service provided,
in the form and detail prescribed by
HCFA. Costs allocable to more than one
department, such as medical records,
must be distributed to each such
department in proportion to the benefits
received by the department. Other
general and administrative costs that
bear a significant relationship to the
services furnished by the HCPP, that
cannot be assigned to a specific
department, must be allocated on the
basi's of costs already distributed or
allocated to the department.

(d) Other methods of allocating costs,
(1) An HCPP may use a-method of

allocating costs other than by
department if:

(i) The method results in a more
accurate and equitable allocation of
allowable costs;

(ii) The method is justifiable from an
administrative and cost standpoint;

(iii) The HCPP submits a written
request to HCFA at least 90 days before
the start of the reporting period for
which the method of allocationg costs Is
to be used; and

(iv) HCFA approves the request,
(2) If an HCPP obtains HCFA's

approval to use an alternate method of
allocating costs under paragraph (d)(1)
of this section, it may not revert to
another method without first obtaifning
HCFA's approval as specified In
paragraph (d)(1) of this section.

(e) Data on services provided through
arrangements.

If covered Part B services are
furnished by an HCPP under
arrangements, the HCPP must furnish
statistical, financial, and other - "
information with respect to those
services in the forin and detail specified
by HCFA.

(f) Administrative cost data.
(1) If an HCPP uses a separate

department (or organization) to perform
administrative services that benefit the
HCPP's administration and the HCPP's
major functional components, these
costs must be allocated or distributed to
each component in reasonable,
proportion to the benefits received by
the component.

(i) Examples of administrative
services are centralized purchasing,
accounting, data processing, etc.

(ii) Examples of major functional
components are a medical center and
other activity owned by the HCPP. ..

I I I I I
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(2) Other allocable administrative
service costs that cannot otherwise be
distributed shall be allocated on the
basis of costs already distributed or
allocated to the component (see
§ 418.45(f)(2).

[g) Audit and inspection authority.
An HCPP must permit the Department of
Health. Education, and Welfare and the
Comptroller General to audit or inspect
any books and records of the HCPP and
of any related organization that pertain
to the determination of amounts payable
for covered Part B services furnished its
Medicare enrollees.

§ 418.49 Interim per capita paynients.

(a) Principle ofpayment.Prior to the
first day of each month HCFA shall pay
an HCPP an interim per capita rate of
payment for each Medicare enrollee of
the HCPP. for whom the Medicare
program is responsible for making such
a payment under this parL

(b) Determination of rate. The interim
per capita rate of payment is equal to 80
percent of the estimated per capita
reasonable cost (after subtracting an
amount equal to the actuarial value of
the HCPP's Medicare enrollees'
deductible) of providing covered Part B
services to the HCPP's Medicare
enrollees. HCFA will determine the
interim per capita rate annually on the
basis of the HCPP's annual operating
and enrollment forecast (see paragraph
(c) of this section). This rate may be
revised during the reporting period as
explained in paragraph (e) of this
section.

(c) Budget and enrollment forecast.
(1) An HCPP must submit to HCFA an

annual operating budget and enrollment
forecast, in the form and detail specified
by HCFA, at least 30 days before the
beginning of each reporting period. A
reporting period shall be 12 consecutive
months, except that the HCPP's initial
reporting period for participating in
Medicare may be as short as 6 months
or as long as 18 months.

(2) The budget and enrollment
forecast must be based upon
information and statistical data that can
be verified by HCFA. This information
and data includes, but is not limited to,
all ledgers, books, records, and original
evidence of costs and statistical data
that pertain to the determination of
reasonable cost.

(3) If an HCPP does not submit the
budget and enrollment forecast on a
timely basis, HCFA may:

(i) Establish an interim pet capita rate
of payment on the basis of the best
available data that HCFA is reasonably
certain will not result in an overpayment
being made; or

(ii) If there is not sufficient data on
which to establish an interim per capita
rate of payment, advise the HCPP that
interim payments will not be made until
the required reports are submitted.

(d) Interim cost and enrollment reporL
An HCPP must submit to HCFA an
interim cost report and enrollment data
applicable to the first 6-month period of
the HCPP's reporting period in the form
and detail specified by HCFA. The
interim cost report shall be submitted
not later than 45 days after the close of
the first 6-month period of the HCPP's
reporting period.

(e) Adjustments of rate. HCFA may
adjust the interim per capita rate, to the
extent necessary, in order to maintain
the interinrxayments at the level of
estimated current reasonable costs.
HCFA shall make these adjustments on
the basis of adequate data supplied by
the HCPP in its interim estimated cost
and enrollment report or on such other
evidence that HCFA may have that the
rate based on actual costs differs from
the current rate. Typical examples
where adjustments may be necessary
are:

(1) A change in the number of
Medicare enrollees in the HCPP that
affects its per capita cost rate;

(2) A significant change in the costs
estimated when the annual operating
budget was prepared: or

(3) A significant change in the use of
covered Part B services by the HCPP's
Medicare enrollees.

(f) Adjustments of interim payments.
(1) If an HCPP does not furnish the

reports and data required under this
part on a timely basis in order for HCFA
to determine proper interim payments,
HCFA may, in order to assure that an
overpayment will not be made, offset
the interim payments. Interim payment
shall remain offset until the HCPP
submits the required reports and data
and HCFA can make a reasonable
estimate of per capita costs.

(2) HCFA may make lump-sum
payments from time to time during a
reporting period to adjust the total
amounts paid during the reporting
period to the level of incurred costs.

(3) If HCFA determines that an
overpayment has been made to the
HCPP, HCFA may offset the
overpayment against all or part of the
interim payments until the overpayment
has been recovered.

§ 418.51 Final settlement.
(a) General requirement. HCFA and

an HCPP must make a final settlement,
and payment of amounts due either to
the HCPP or to HCFA. following the
submission and review of the HCPP's
annual cost report and the supporting

documents specified in paragraph (b of
this section.

(b) Annual cost report as basis for
final settlement.

(1) Form and due date. An HCPP must
submit to HCFA a cost report and
supporting documents in the form and
detail specified by HCFA. no later than
90 days following the close of a
reporting period.

(2) Contents. The report must include:
(i) The HCPP's per capita incurred

costs of providing covered Part B
services to its Medicare enrollees during
the reporting period, including any costs
incurred by another organization related
to the HCPP by common ownership or
control;

(ii) The HCPP's methods of
apportioning costs among its Medicare
enrollees, enrollees who are not
Medicare beneficiaries, and other non-
enrollees, including Medicare
beneficiaries receiving health care
services on a fee-for-service or other
basis; and

(iii) Information on enrollment and
other data as specified by HCFA.

(3) Ktension of time to submit cost
report. HCFA may grant an HCPP an
extension of time to submit a cost report
for good cause shown.

(4) Failure to report required financial
information. If an HCPP does not submit
the required cost report and supporting
documents within the time specified in
paragraph (b)(i1) of this section, and has
not requested and received an extension
of time for good cause shown, HCFA
may:

(i) regard the failure to report this
information as evidence of likely
overpayment and reduce or suspend
interim payments to the HCPP; and

(ii) Determine that amounts previously
paid are overpayments, and make
appropriate recovery.

(c) Determination of final settlement.
Following the HCPP's submission of the
reports specified in paragraph (b) of this
section in acceptable form. HCFA will
make a determination of the total
reimbursement due the HCPP for the
reporting period and the difference, if
any, between this amount and the total
interim payments made to the HCPP.
HCFA will send to the HCPP a notice of
the amount of reimbursement by the
Medicare program. This notice will:

(1] Explain HCFA's determination of
total reimbursement due the HCPP for
the reporting period; and

(2) Inform the HCPP of its right to
have the determination reviewed at a
hearing as provided in Part 405. Subpart
R of this subchapter.

(d) Payment of amounts due.
(1) Within 30 days of HCFA's

determination, HCFA or the HCPP. as
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appropriate, will make payment of any,
difference between the total amount due
and the total interim payments made to,
the HCPP by HCFA.

(2) If the HCPP does not pay HCFA
within 30 days of HCFA's determination
of any amounts the HCPP owes HCFA,
HCFA may offset further payments to-
the HCPP to recover, or to aid in the
recovery of, any overpayment identified
in its determination..

(3) Any offset of payments HCFA
makes under paragraph (d)(2) of this
section shall remain in effect even if the
HCPP has requested a hearing on the
determination under the provisions of
Part 405, SubpartR.

(e) Tentative settlement.
(1). If a final' settlement cannot be

made within g0 days after the HCPP
submits the report specified in
paragraph (b} of this section, HCFA will
make an interim settlement by
estimating the amount payable to the
HCPP.(2) HC A or the HCPP will make

payment within 30 days of HCFA's
determination under the tentative
settlement ofany estimateci amounts-
due.

(3) The tentative settlement is subject,
to adjustnient at the time of a final.
settlement..
(Secs. 1102,1833 (a){1)(A) and (el. 1861(v,
and 1871 of the Socail Security Ac-L (42 U.S;C..,
1302,1395 a)1)(A] and te), 1395x(v) and
1395hh)
(Catalog of Federal Domestic Assistance
Programs No. 13.774-Medicare-
Supplementary Medical.Insurance

Dated: October13, 1980.
Howard Newman, -

Administrator; icalth Care-Financing
Administration

Approved: October 14, 1980.
Patricia Roberts Harris, -

Secretary.
[FR Doc. 80-34041 Filed 1 30-O' 8:45 amJ
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DEPARTMENT OF ENERGY

Economic Regulatory Administration

10 CFR Part 211

[Docket No. ERA-R-80-36)

Domestic Crude Oil Entitlements

AGENCY: Economic Regulitory
Administration, DOE.
ACTION: Notice of proposed rulemaking
and public hearings.

SUMMARY: The Economic Regulatory
Administration (ERA) of theDepartment
of Energy (DOE) hereby gives notice of a
'proposed rulemaking and public
hearings on amendments to the
Mandatory Petroleum Allocation
Regulations modifying the treatment of
domestic crude oil under the
entitlements program, 10 CFR 211.67, to
allocate more equitably the benefits of
access to price-controlled crude oil. The
proposal would reduce post-entitlement
cost differences between equivalent
price-controlled and uncontrolled
-domestic crude oil caused by the
changes in relative market values-among
all uncontrolled crudes since 1973. This
would be accomplished by establishing
separate entitlement obligations for
refineries in PADDs I-IV and refineries
in PADD V on each barrel of price-
controlled crude oil (other thanAlaska
North Slope Crude Oil). These
obligations would be equal to the
difference between the average cost of
uncontrolled domestic crude oil and the
average costof price-controlled crude
oil in PADDs I-IV andPADD V.

We are also proposing two
alternatives-which would address the
cost differentials between high and low
sulfur crude oil in PADDs I-IV.

It is proposed that any final rule that
is adopted would be effective with
respect to refiners' receipts and runs-to-
stills beginning January 1, 1981, reflected
in the Entitlements Notice to be issued
in March 1981.
DATES: Written comments must be
received on or before December 30,
1980.

Hearing dates; San Francisco,
California, November 18, 1980;
Washington, D.C., December 3, 1980.

Requests to speak by 4:30 p.m. p.s.t.
November. 12, 1980, for the San
Francisco hearing; by 4:30 p.m. e.s.t.
November 25, 1980, for the Washington,
D.C. hearing.
ADDRESSES: All cbmments and requests
to speak at the Washington, D.C.
hearing should be submitted to the
Economic Regulatory Administration,
Office of Public Hearing Management,

'Docket No, ERA-R--80-36, Department
of Energy, Room B-210, 2000 M Street,
N.W., Washington, D.C. 20461.

Requests to speak at the San
Francisco hearing should be submitted
to the U.S. Department of Energy,
Region IX, Attn: Terry Osborn, 333

'Market Street, San Francisco, California
'94105.

Hearing locations: San Francisco
hearing; Holiday Inn Fisherman's Wharf,
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I. Background

A. The Entitlements Program

In 1974, the crude oil entitlements
program was adopted by the Federal
Energy Administration, a predecessor
agency of the Department of Energy
(DOE), to allocate The benefits of price-
controlled domestic crude oil equitably
among all sectors of the petroleum
industry, and among all users. The
entitlements program was designed to
reduce the cost disparities among
refiners caused by the crude oil price
controls. Without the program refiners
with access to domestic price-controlled
crude oil would have enjoyed a
significant advantage over refiners with
access primarily to higher priced crude
oil, principally imports.

Briefly stated, the Mechanics of the
entitlements program in 10 CFR § 211.07
are as follows: Each month refiners
report to DOE's Economic-Regulatory
Administration (ERA) with respect to
their crude oil runs-to-stills, receipts of
controlled and uncontrolled (i.e., exempt
from price controls) categories o crude
oil (old oil, upper tier, exempt domestic
crude oil, upper tier Alaska North Slope
(ANS) oil and imported crude oil), and
their actual weighted average
acquisition costs for each such category.
From this data, ERA determines and
publishes a National Domestic Crude
Oil Supply Ratio ("DOSR"], which Is the

.ratio for the reported month of all
refiners' receipts of price-controlled
crude oil to all refiners' crude oil runs-
to-stills, subjedt to certain adjustments,
Each refiner is allocated a number of
entitlements determined by that refiner's
crude oil runs-to-stills multiplied by the
DOSR, and is required to have
entitlements for all the 'price-controlled
crude oil that it received. By way of
illustration, if the DOSR is .25 and a
particular refiner received 100 barrels of
crude oil that month, that refiner would
be issued 25 entitlements. If, for
example, the refiner actually received
more than 25 barrels of old oil in that
month, it would be required to purchase
entitlements fiom a refiner that received
less than the average. The price of an
entitlement is determined by taking the
difference between the weighted
average cost per barrel of old crude oil
and the weighted average cost of all
uncontrolled crude oil (imported and
domestic exempt crude oil) for all
refiners.

In addition to the substantial
increases in world crude oil price and
the gradual decontrol of domestic crude
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oil over the past year, other changing
price relationships have affected the
entitlements program. These include an
increase in low sulfar crude premiums, a
widening of the range of imported crude
oil prices not necessarily reflecting
quality differentials, and an increase in
the prices paid for exempt domestic
crude oil.

Since the current entitlements
program operates on a weighted average
cost basis for both controlled and
uncontrolled crudes, the post-
entitlement cost of those uncontrolled
crudes (whether domestic or imported)
that vary significantly from the average
cost will necessarily be substantially
higher or lower than the post-
entitlement cost of equal value and
quality domestic price-controlled crudes.
By way of illustration, if a refiner
purchases exempt crude oil at a price $5
above the weighted average cost for
exempt crude oil, the post-entitlement
cost for that crude oil will be $5 above
that of a refiner buying price-contraolled
crude oil (since the net cost is raised to
the average exempt crude cost by the
addition of an entitlement obligation).

In recent months ERA has received
numerous requests to remove cost
disparities among crude oils so as to
establish more equitable product
pricing. In response, we recently
adopted the Alaska North Slope Crude
Oil Entitlements rule, 45 FR 46752 (July
10, 1980), to reduce differentials in
refiners' crude acquistion costs by
allocating the benefits of price-
controlled Alaska North Slope (ANS)
crude oil to all refiners on a7 more
equitable basis. Many requests sought
reduction of other domestic crude cost
differences; others have requested that
the cost differences among imported
crude oils be reduced.

This proposed rulemaking is
concerned with reducing cost
differences between controlled and
uncontrolled domestic crude oils that
are caused by domestiC crude oil price
controls and not price relationships
between uncontrolled domestic and
foreign crude oil. Crude cost disparities
between controlled and uncontrolled
domestic crudes are caused by the
mechanics of the entitlements program
and DOE can properly correct these
problems. However, disparities among
uncontrolled crude costs are a function
of the domestic and international
marketplace and therefore, will not be
addressed in this rulemaking.

B. The Domestic Crude Oil Cost
Disparities

The existing entitlement program
establishes entitlement obligations as
the difference between the weighted

average cost of each tier of price-
controlled crude oil and the weighted
average cost of exempt crude oils (both
foreign and domestic). Recently, in
PADDs I-IV, the sum of the actual price
of old oil and the cost of an entitlement
(or the actual price of upper tier crude
oil plus the prescribed fraction of an
entitlement) was several dollars less
that the posted price for the same
quality exempt domestic crude oil. Our
data indicate that refiners with access
to price-controlled crude oil enjoyed as
much as a SG-8.00 per barrel post-
entitlements advantage in January 1980.
In June 1980, the differential had
decreased to approximately $2-5.00 per
barrel. The difference between exempt
domestic and imported crude oil
narrowed, reflecting a greater volume of
available crude oil in the market, the
softening of crude prices and to some
extent changes in the calculation of the
entitlement price (i.e., removing ANS
upper tier crude oil from the calculation
of the average uncontrolled crude cost).

This post-entitlement crude cost
differential stems directly from the fact
that the entitlement price is derived
from the weighted average cost of all
uncontrolled crude oil (which includes
imported crude oil, stripper, heavy.
incremental tertiary, tertiary incentive,
newly discovered, and other domestic
crude oil exempted from controls under
the phased decontrol program) which
has been substantially less than the
uncontrolled domestic crude postings in
PADDs I-IV and higher than the
uncontrolled domestic postings in PADD
V. In particular, two categories of crude
oil cause the average uncontrolled cost
(and thereby the entitlement price) to be
relatively low, exempt PADD V
production and lower priced contract
imports.

Substantial volumes of imported
crude oil at contract prices that are
markedly below the posted price for
comparable quality crude oils (whether
imported or domestic uncontrolled)
cause a reduction in overall average
uncontrolled cost. Similarly most
exempt crude oil in PADD V (except
ANS) is sold at prices well below
national weighted average prices
because of its low gravity and high
sulfur content. As compared to the
weighted average costs in PADDs I-IV
for exempt domestic crudes, prices in
PADD V average about $10.00 per barrel
less. By including costs of these crudes
in the average uncontrolled price
computation, the price of an entitlement
is reduced.

Since the entitlement price is
calculated using national weighted
average uncontrolled crude oil costs, the

average post-entitlement cost of
controlled domestic crudes in PADDs I-
IV will be lower than the average post-
entitlement cost uncontrolled domestic
crudes in PADDs I-IV. By way of
illustration, if the average lower tier
crude oil costs $7.00 per barrel and the
entitlement price is $25.00, the post-
entitlement cost (excluding any "runs
credit" reduction) would be $32.00. yet
the cost for a barrel of exempt crude oil
of similar quality may have been as high
as $39.00, creating a $7.00 advantage for
the controlled crude oil. Conversely, in
PADD V the post-entitlement cost for
the controlled crude may have been
higher than the cost of comparable
quality exempt crudes by as much as
$6.00.

This wide post-entitlement disparity
in refiner acquisition costs between
similar qualities of domestic crude
(often from the same field) solely due to
whether one crude is controlled and the
other uncontrolled, appears to be
inequitable. Therefore, we are proposing
an adjustment to the entitlements
program to reduce this post-entitlement
cost disparity between controlled and
uncontrolled crudes.

In PADDs I-IV, price-controlled
crudes are selling for approximately the
same price whether they have low or
high sulfur content. In 1974, when the
entitlements program was instituted, the
low sulfur premium was only about 10
cents per barrel.Today, however, the
sulfur differential of exempt domestic
crudes is in the range of $2.00 per barrel.
Three out of every four barrels of
exempt domestic crude in PADDs I-IV
are low sulfur. Therefore, if. as a result
of the changes proposed in this
rulemaking. controlled crude costs in
PADDs I-IV are increased to the level of
the weighted average exempt domestic
crude, average high sulfur price-
controlled crude costs might be in
excess of the costs for the comparable
quality exempt crude. We therefore also
are proposing to reduce the entitlement
obligations on price-controlled high
sulfur crudes in PADDs I-IV so as to
equalize their average post-entitlement
cost with the average cost of exempt
high sulfur crudes in PADDs I-IV.

The situation in PADD V is essentially
the reverse of that in PADDs I-IV. The
weighted average post-entitlement cost
of controlled crude oil in PADD V
generally exceeds the average cost of
uncontrolled crudes in PADD V. This is
due to the fact that PADD V exempt
crudes, a majority of which are heavy
crudes of 20" API or less, are of
significantly lower quality and therefore
lower in value and price than those in
PADDs I-IV. Notwithstanding the
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overall lower quality, PADD V price-
controlled crudes incur the same
entitlement obligation as the
corresponding tier in PADDs I-IV,
resulting in post-entitlemknt costs in
excess of PADD V exempt crudes. To
some extent this higher average cost
may be justified, as it reflects the higher
average quality of price-controlled crude
oil in PADD V as compared to the
uncontrolled crude oil in PADD V,
which includes all crude Oil of 20*API.or
less. This rulemaking proposes an
adjustment to the entitlements program
in PADD V to compensate for the unique
features of that"market as compared
with PADDs I-IV.

In the alternative to the changes for
PADDs SI-IV and PADD V described
above, we are proposing changes to the
entitlements program which would
address only the sulfur differential,
described above for PADDs I-IV. In
other words, the existing-entitlements
program would remain unchanged
except for an adjustment which would
reflect a $2.00 sulfur differential, which-
currently exists among prices of exempt
high and low sulfur crudes, in the post-
entitlement cost of controlled crudes in
PADDs I-IV.

II. Rulemaking Objectives

By proposing amendments to the
crude oil entitlements regulations we
s~ek to achieve several objectives.
Primarily, we hope to-minimize the
inequities in crude oil acquisition costs
caused by the current regulatory
scheme, which result in refiners of
controlled crude oil in PADDs I-V
having proportionately lower costs, and
refiners of controlled crude oil in PADD
V having higher costs. The principal
effect of this rule would be to narrow
the ranges of crude costs within both
PADDs I-IV and PADD V, and to
improve competitive equity between
refiners purchasing domestic controlled
and domestic exempt crudes..

In addition, we are proposing to
amend the entitlements regulations to
adjust the entitlement obligations for
high sulfur controlled crude oil to reflect
the sulfur differential in PADDs I-IV.

DOE ultimately may adopt some or all
of the modifications to the entitlements
program proposed herein. Comments
should address separately the proposals
for PADDs I-IV and PADD V, and the
sulfur differential. However, in view of
gradual decontrol, recent reductions in
exempt crude postings and the sulfur
differential and the expiration of price
,controls in September 1981, no
corrective action may be taken.
Therefore, we specifically solicit
comments as to whether the inequities

in the current entitlements program
require any changes at this time.

M. Proposed Changes

A. First Alternative Proposal
The regulation proposed herein would

modify the method for calculating the
number of bairels of deemed old oil
included in a refiner's adjusted crude oil
receipts, and thereby its entitlement
obligations. In PADDs I-IV, the
obligation would be icreased for receipts
of controlled crude oil so that the post-
entitlement cost for old oil and upper
.tier. crude oil (excluding ANS upper tier
crude oil] would be raised to the
weighted average post-entitlenient cost
of domestic uncontrolled crude oil in
PADDs I-IV (excluding ANS crude oil).
After this initial adjustment, the
entitlement obligation would be reduced
for high sulfur controlled crude oil so as
to bring the average post-entitlement
cost ofhigh sulfur controlled crude oil in
line with average costs for high sulfur
exbmpt domestic crudes in PADDs I-IV.
In PADD V, the entitlement obligation
for receipts of price-controlled crude oil
would be reduced sO that the post-
entitlement cost for old oil and upper
tier crude ol*(excluding ANS upper tier
crude oil) in PADD V would be lowered
to the weighted average post-entitlement
cost of domestic uncontrolled crude oil
in PADD V.

1. PADDs I-IV
Under the existing. regulations, each

barrel of old oil is equal to one barrel of
deemed old oil. Under this proposal,
§ 211.67(bl(2 would be revised to

* provide a deemed old oil ratio (DOOR)
for old oil and a new method forIcalculating the DOOR for upper tier
crude oil (exept ANS upper tier crude

- oil) included in a refiner's receipts in
PADDs I-IV. The proposed change
would raise the entitlement obligation
for receipt of a barrel of old oil and
thereby increase its cost.

Each barrel of old oil included in a
refiner's adjusted crude oil receipts in
that month at refineries in PADDs I-IV
(which for purposes of this regulation
would include Puerto Rico and the
Virgin Islands) Would constitute a
fraction of a barrel of deemed old oil,
though the fraction generally would be
greater than one. The numerator of the
fraction would be equal to the refiners'
reported weighted average cost per
barrel in PADDs I-IV of exempt
domestic crude oil (which includes all
domestic crude oil exemptfrom the
provisions of Part 212 for that month,
except ANS crude oil because of its
unique transportation and quality
factors), less the refiners' reported

weighted average cost per barrel in
PADDs I-IV of old oil, less a value (X),
for the sulfur differential. The
denominator of the fraction would be
the entitlement price for that month,

Excluding the subtraction for the
sulfur differential, discussed below, the
principal difference between the
proposed DOOR and the existing
treatment for old oil would be to raise
the average post-entitlement cost of old
oil in PADDs I-IV to the average cost of
exempt domestio crudes in PADDs I-IV,

By way of illustration, If the weighted
average cost of old oil in PADDs I-IV Is
$7.00, the weighted average cost of
uncontrolled crude is $34.00, the
weighted average cost of exempt
domestic crude in PADDDs I-IV Is
$36.00, and the entitlement price Is
$27.00, the effect of the proposed change
would be as follows. Under existing
§ 211.67(b)(2), a barrel of old oil Is equal
to one barrel of deemed oil. Under the
proposal, a DOOR would be established
for old oil. The numerator would be
equal to the average exempt domestic
crude cost in PADDs I-IV ($36.00 less
the average cost of old oil ($7.00). The
denominator would be equal to the
entitlement price ($27.00), with the result
that a barrel of old oil is equal to 29/
27ths of a barrel of deemed old oil. As a
result of this increased obligation, the
post-entitlement cost in this example for
a barrel of controlled crude In PADDs I-
IV would be raised $2.00 to the weighted
average cost of exempt domestic crudes
in PADDs I-IV.

The proposed change to § 211.67(b)(2)
for receipts of upper tier crude oil In
PADDs I-IV would be essentially the
sam6 as the change for old oil, Each
barrel of upper tier crude oil (except
ANS upper tier crude oil) included in a
rdfiner's adjusted crude oil r-celpts In
that month at refineries in PADDs I-IV
would constitute the following fraction
of a barrel of deemed old oil: the
numerator would be equal to the
refiners' reported weighted average cost
per barrel in PADDs I-IV of exempt
domestic crude oil (except ANS), less
the refiners' reported weighted average
cost per barrel in PADDs I-IV of upper
tier crude oil (except ANS upper tier
crude oil), and less a value, (X), for the
sulfur differential; the denominator
would equal the entitlement price for
that month.As with old oil, the
proposed DOOR for upper tier crude oil
would be increased over the existing
DOOR by the difference in that month
between the weighted average cost of
exempt domestic crude oil in PADDs I-
IV and the weighted average cost of all
uncontrolled crude oil, over the
entitlement price.
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The entitlements data for June 1980
used in the Draft Regulatory Analysis
show that the cost differential between
weighted average domestic exempt
crude in PADDs I-IV (excluding ANS)
and the average of all uncontrolled
crudes was approximately $2.00. This
would have been the increased
obligation for a barrel of controlled
crude oil had this proposed change been
in effect in June. See the Draft
Regulatory Analysis for a more
complete explanation of the projected
impact of this proposed rule on refiners'
costs.

We are proposing to decrease the
numerator of the proposed DOORs for
both old oil and upper tier crude oil by a
value, (X), to reflect the sulfur
differential. Even though the increased
entitlement obligations outlined above
would roughly equalize price-controlled
crudes with domestic exempt crudes in
PADDs I-IV, price-controlled crude
costs still would not reflect the cost
differential for high and low sulfur
content which currently exists among
the domestic exempt crudes. At the time
that the entitlements program first was
instituted, there was approximately a 10
cent per barrel differential between high
and low sulfur crudes. Thus the
entitlements regulations provided for no
quality distinction. Reoently, however,
the sulfur differential has been in the
range of $2.00. As a result, refiners
buying controlled high sulfur crude oil at
effectively the same cost as low sulfur
price-controlled crude are receiving oil
worth about $2.00 less per barrel.

As noted earlier, the entitlements
changes proposed above would raise .the
cost of price-controlled crude to the
weighted averx'ge exempt domestic
crude cost in PADDs I-IV. This average
price is a composite of approximately
three barrels of low sulfur crude for
each barrel of high sulfur crude. Thus, if
low sulfur exempt crude averages $38
per barrel, and high sulfur exempt crude
averages $36 per barrel, the weighted
average cost would be $37.50 and the
proposed regulations would raise the
cost of price-controlled crude to this
level. As a result, price-controlled low
sulfur crude still would be underpriced
by $.50 versus the comparable exempt
crude, and high sulfur price-controlled
crude would exceed the exempt crude
cost by $1.50.

We are proposing to compensate only
for the high sulfur differential, since the
average low sulfur exempt domestic
crude cost in PADDs I-IV is relatively
close to the average for both high and
low sulfur exempt domestic crudes.
Since our data is based on postings
which may be higher than actual

purchase prices, actual low sulfur
exempt domestic crude costs may be
somewhat lower than we project.
Therefore, it is not clear that any
adjustment is warranted to raise the
cost of controlled low sulfur crudes.
Conversely, it can be stated with
certainty that exempt high sulfur crudes
in PADDs I-IV cost substantially less on
the average than the weighted average
of both high and low sulfur exempt
domestic crudes in those PADDs
because of the three to one ratio of low
to high sulfur production. As a result, if
the cost of all price-controlled crudes in
PADDs I-IV were raised by the
proposed DOOR changes to the
weighted average of both high and low
sulfur exempt crudes in PADDs I-IV, the
high sulfur controlled crudes would be
overpriced as compared to the
comparable quality exempt domestic
crudes.

We therefore are proposing to reduce
the entitlement obligation for high sulfur
controlled crudes by subtracting a value,
{X), from the numerator of the proposed
DOORs for old oil and upper tier crude
oil (except ANS upper tier crude oil) in
PADDs I-IV. Our data show that there Is
now a definable price break of $2.0O per
barrel at .6 percent sulfur and we
propose to use this figure to delineate
high and low sulfur crudes. For each
barrel of old oil and upper tier crude oil
(except ANS) Included in a refiner's
crude oil receipts in PADDs I-IV below
.6 percent sulfur, {X) would be zero in
the numerator of the DOOR for those
barrels. Thus, no adjustment would be
made for these low sulfur controlled
crudes.

For each barrel of controlled crudes in
PADDs I-IV included in a refiner's
receipts which has a sulfur content of.6
percent or greater, we propose to set the
value of (X) at $1.50. The $1.50 figure
was derived above from the $2.0o
difference between high and low sulfur
exempt domestic crudes in PADDs I-IV.
Because of the three to one volume ratio,
high sulfur crudes average $1.50 below
the composite average.

We specifically would like
commenters to address the need for the
sulfur adjustment, the proposed .6
percent sulfur breakpoint as well as the
proposed $1.50 figure to be used in the
DOOR calculation. Further, we solicit
comment on any added reporting or
other administrative burden that might
result from this change.
2. PADD V

As was noted in an earlier section of
the preamble, the situation in PADD V is
essentially the reverse of that in PADDs
I-IV. Exempt domestic crude oil in
PADD V is low-priced because it

generally is high in sulfur and low in
gravity. As a result, when the weighted
average cost in PADD V of old oil and
upper tier crude oil (except ANS upper
tier crude oil) are added to the cost of an
entitlement or prescribed fraction of an
entitlement, respectively, this net cost
exceeds the weighted average cost of
comparable quality exempt domestic
crude oil in PADD V. We therefore are
proposing to decrease the entitlement
obligation for receipt of controlled crude
oil in PADD V to narrow the cost
differential between exempt domestic
and controlled crudes in PADD V.

Under the proposal, J 211.67(bX(Z)
would be revised to provide a deemed
old oil ratio for old oil and a new
method for calculating the deemed old
oil ratio for upper tier crude oil (except
ANS upper tier crude oil] included in a
refiner's crude oil receipts in PADD V.
Under the existing regulations, each
barrel of old oil is equal to one barrel of
deemed old oil. The proposed change
would establish a DOOR for old oil in
PADD V, reducing the entitlement
obligation for receipt of a barrel of old
oil and thereby reducing its cost

Each barrel of old oil included in a
refiner's adjusted crude oil receipts in
that month at refineries in PADD V
(which for purposes of this regulation
would include Guam) would constitute a
fraction of a barrel of deemed old oil
The numerator of the fraction would be
equal to the refiners' reported weighted
average cost per barrel received at
refineries in PADD V of exempt
domestic crude oil (except ANS crude
oil), less the refiners' reported weighted
average cost per barrel received at
refineries in PADD V of old oil. the
denominator of the fraction would be
the entitlement price for that month.

Since PADD V exempt domestic
crudes are lower priced, the proposed
DOOR would reduce the deemed old oil
ratio to less than one for each barrel of
old oil.

For example, if the weighted average
cost of old oil in PADD V is $7.00, the
weighted average cost of uncontrolled
crude oil is $34.00, the weighted average
cost of exempt domestic crude oil in
PADD V is $24.00 and the entitlement
price is $27.00, the effect of the proposed
change would be as follows. The
numerator of the fraction would be
equal to the weighted average cost of
exempt domestic crude in PADD V
($24.00) less the weighted average cost
of old oil in PADD V ($7.00), which
equals $17.00. The denominator would
be the entitlement price ($27.00). Each
barrel of old oil in PADD V would incur
under this example a reduced
entitlement obligation of 17/27ths of a
barrel of deemed old oil. The 10/27ths
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reduction in the ratio reflects the $10.00
difference between average
uncontrolled crude ($34.00) and PADD V
exempt domestic crude ($24.00).

The proposed change to § 211.67(b)(2)
for'receipts of upper tier crude oil in
PADD V would be essentially the same
as that for old oil. Each barrel of upper
tier crude oil (except ANS upper tier
crude oil) included in a refiner's
ldjusted crude oil receipts in that month
at refineries in PADD V would
constitute the following fradtion of a
barrel of deemed old oil: the numerator
would be equal to the refiners' reported
weighted average cost per barrel
received at refineries in PADD V of
exempt domestic crude oil (except ANS
crude oil), less the refiners' reported
weighted average cost per barrel
received at refineries in PADD V of
upper tier crude oil (except ANS upper
tier crude oil); the denominator would
equal the entitlement price for that
month.

As with old oil, the proposed DOOR
for PADD V upper tier crude oil would
be decreased from the existing DOOR
by the difference in that month between
the weighted average cost of all
uncontrolled crude oil and the weighted
average cost of exempt domestic crude
oil in PADD V, over the entitlement
price.

If the proposed changes for PADD V
are adopted, the existing provisions of
§ 211.67(a)(4), which provide for a
California adjustment, no longer would
be in effect.

ANS upper tier crude oil i a uniquely
priced tier of crude oil because of its
high transportation costs and because it
is marketed in both PADDs I-IV and
PADD V. We therefore are n6t
proposing a change to the existing
DOOR for ANS upper tier crude oil in
§ 211.67(b)(2).

We ultimately may adopt the
proposed changes for both PADDs I-IV
and PADD V, or for one region and not
the other. In the event that we adopt
changes only for one region, the existing-
deemed old oil ratios in § 211.67(b)(2)
would continue to be applicable to the
region for ,vhich no change is made.

B.- Second Alternative Proposal

As an alternative to the first proposal
described above, we are proposiig
amendments to the entitlements
regulations to reflect in-the costs of
controlled crudes in PADDs -IV the
sulfur differential which exists among
the exempt domestic crudes in those-
PADDs. This alternative proposal would
make no provision for amending the
regulations to adjust for any other
differential which may exist between

controlled and exempt domestic crude
oils.

A thorough discussion of the sulfur
differential-is included in the.analysis of
the first alternative proposal, part of
which included a sulfur adjustment. In
brief, there currently exists a $2.00 per
.barrel differential between high and low
sulfur exempt domestic crudes in
PADDs I-IV, while there is only a 10_
cent per barrel sulfur differential among
the controlled crudes. Since there is a
three to one ratio of low to high sulfur
crudes in PADDs I-IV, in order to
properly reflect the sulfur differential
which exists among exempt domestic
crude oil, controlled low sulfur crude
should be increased in cost by $.50 and
controlled high sulfur crixdes should be
reduced in dest by $1.50.

In the first alternative, we proposed
not.to include the $,50 upward
adjustment for the reasons explained
therein. However, since in this second
alternative there would be no other
crude cost adjustment before the sulfur
adjustment (controlled crude costs
would not have been raised to the
weighted average cost of exempt crudes
in PADDs I-IV), we propose to include
for PADDs I-IV both the $1.50
downward adjustment for high sulfur
controlled ,crude and the $.50 upward
adjustment for low sulfur controlled
crude to reflect the full $2.00 per barrel
sulfur differential which exists among
exempt domestic crudes in PADDs I-IV.

Under this-proposal, the number of
barrels of deemed old oil included in a
refiner's crude oil receipts each month
pursuant to § 211.67(b](2) would be
adjusted to reflect the sulfur differential.
The number of barrels or old oil would
be increased by the number of barrels of
0d oil and upper tier crude oil (except
ANS upper tier crude oil] between zero
and .6 percent sulfur coritent included in
its crude oil receipts in that month at
refineries in PADDs I-IV, multiplied by
-a fraction. The numerator of the fraction
would be $.50. The denominator would
be the entitlement price for that month.
The effect of this provision would be to
increase the refiner's entitlement
obligations and add $.50.to the refiner's
cost of each barrel of low sulfur
controlled crude oil in PADDs I-IV.

In addition, the number of bbrrels of
deemed old oil would be decreased by
the number of barrels of old oil and

•upper tier crude oil (except ANS upper
tier crude oil) greater than .65 percent
sulfur content included in a refiner's
crude oil receiptsin that month at
refineries in PADDs I-IV, multiplied by
a fraction. The numerator of the fraction
would be $1.50 and the denominator
would be the entitlement price for that
month. Thus a refiner's entitlement

obligation would be reduced by $1.50 for
each barrel of controlled high sulfur
crude oil Included In Its receipts In
PADDs I-IV,

We are not proposing any adjustment
for sulfur in PADD V under this option.
The factors which justify including the
differential in PADDs I-IV do not exist
in PADD V, principally because of the
high proportion of high sulfur crude oil

'in that market.
Commenters are requested to address

their comments to both the merits of this
option versus the first alternative, the
proposed .6 percent sulfur breakpoint
and the $1.50 and $0.50 sulfur
adjustments. Further, we solicit
comments on any added reporting or
other administrative burden that might
result from this change.

C. Changes to Reporting Requirements
The implementation of any of the

previously described proposals would
require additional information to be
provided byFefiners to the entitlements
program (ERA-49, Refiners Monthly
Report). We therefore have proposed
new reporting requirements for
§ 211.66(h) which would provide the
volume and cost information necessary
to compute the weighted averages for
old oil, upper tier crude oil and
uncontrolled domestic crude oil
separately -for refineries in PADDs I-IV
and refineries in PADD V. The ,
information required under the proposed
reporting requirements also would
enable ERA to implement a sulfur
adjustment for PADDs I-IV.

A "draft" ERA-49 form which
Incorporates all of the changes has boon
submitted to the Energy Information
Administration for review and clearance
and is attached as an appendix to this
proposed rule..Adoption of all or some
of these modifications will depend on
the content of the final rule In this
proceeding.

D. Effective. Date
We are proposing to make any

regulatory changes effective for crude.
oil receipts and runs-to-stills in January
1981, which would be reflected in the
.entitlements notice for March 1981.
Given that the post-entitlement cost
differentials between controlled crudes
and exempt domestic crudes in PADDa
I-IV have recently decreased, reflecting
lower exempt postings, perhaps there
may be no need to adopt any of the
proposed amendments as early as
January. Alternatively, It may be that as
a result of changes in the World crude oil
market the differentials may increase or
be at an unacceptable level by the time
of the public hearings or the close of the
public comment period. We therefore
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solicit specific comments on whether the
effective date of any final rule should be
earlier or.later than January 1, 1981.

IV. Procedural Requirements

A. Section 404 of the DOE Act
Pursuant to the requirements of

Section 404a) of the Department of
Energy Organization Act (the DOE Act),
we have referred this proposed rule to
the Federal Energy Regulatory
Commission for a determination
whether the proposed rule would
significantly affect any matter within the
Commission's jurisdiction. The
Commission will have until the close of
the public comment period to make this
determination.
B. Section 7 of the FEA Act and NEPA
Considerations

Pursuant to section 7(a) of the Federal
Energy Administration Act of 1974 (15
U.S.C. § 787 et seq., Pub. L. No. 93-275,
as amended), the requirements of which
remain in effect under section 501(a) of
the DOE Act, the delegate of the
Secretary of Energy shall, before
promulating proposed rules,
regulations, or policies affecting the
quality of the environment, provide a
period of not less than five working days
during whick the Administrator of the
Environmental Protection Agency ( PA)
may provide written comments
concerning the impact of such rules,
regulations, or policies on the quality of
the environment. Such comments shall
be published together with publication
of notice of the proposed action.

A copy of the notice was sent to the
EPA Administrator. The Administrator
indicated that he does not foresee these
actions having an unfavorable impact on
the quality of the environment as related
to the duties and responsibilities of the
EPA.

The Assistant Secretary for
Environment has determined, after'
consultation with the Office of the
General Counsel, that these
amendments would not significantly
affect the quality of the human
environment within the meaning of the
National Environmental Policy Act
(NEPA, 42 U.S.C. § 4321 et seq.).
Therefore, neither an environmental
assessment nor an environmental
impact statement will be necessary.

C. Executive Order 12044
In accordance with Executive Order

No. 12044, "Improving Government
Regulations" (43 FR 12661, March 24,
1978) and DOE's implementing Order
2030.1, "Procedures for the Development
and Analysis of Regulations, Standards,
and Guidelines" (44 FR 1032, January 3,

1979), a Draft Regulatory Analysi has
been prepared which examines the
impacts of the proposals set forth above.
A summary of the Draft Regulatory
Analysis is attached as an appendix to
this notice. The entire Draft Regulatory
Analysis is available for public
inspection at Room B-110 of the
Economic Regulatory Administration,
2000 M Street, N.W., Washington, D.C.
Copies may be obtained from ERA's
Office of Public Information, Room B-
110, 2000 M Street, N.W., Washington.
D.C. 20481.

You are invited to provide comments
on the Draft Regulatory Analysis at the
same time you submit comments on the
proposed rule. The comments will be
taken into account before the
preparation of a Final Regulatory
Analysis or any final rule that may be
adopted.

V. Written Comments and Public
Hearings Procedure

A. Written Comments

You are ivited to partloipate in this
prooeeding by'submitting data, views or
arguments with respect to the issues set
forth in this notice of proposed
rulemaking. All comments should be
submitted by 4.30 p.m., e.s.t., 80 days
from tke date of publication of this
notice in the Fewal Register.
Comments should be submitted to the
appropriate address indicated In the
"Addresses" section of this preamble
and should be identified on the outside
envelope and on documents submitted
with the designation "Domestic Crude
Oil Entitlements," Docket No. ERA-R-
80-3 Ten copies should be submitted.
All comments received by the ERA will
be available for public inspection in the
DOE Freedom of Information Office,
Room 1E-1, Forrestal Building. 1000
Independence Avenue, S.W.,
Washington, D.C., and in the ERA Office
of Public Information, Room B--110, 2000
M Street, N.W. Washington, D.C.
between the hours of 8:00 a.m. and 4:30
p.m., Monday through Friday.

Any information or data submitted
which you consider to be confidential
must be so identified and submitted in
writing, one copy only. We reserve the
right to determine the confidential status
of the information or data and to treat it
according lo our determination.

B. Public Hearings

1. Procedure for Request to Mlake Oral
Presentation. The time and place for the
hearings are indicated in the "Dates"
and "Addresses" sections of this
preamble. If necessary to present all
testimony, the hearings will resume at

9:30 a.m. on the next business day
following the first day of each hearing.

You may make a written request for
an opportunity to make an oral
presentation at the hearings. The
requests should contain a telephone
number where you may be contacted
during the day before the particular
hearing at which you will speak.

If you are selected to be heard at the
San Francisco, California hearing, we
will notify you before 4:30 p.m., p.s.t. on
November 14, 1980; if you are selected to
be heard at the Washington hearing we
will notify you before 4:30 p.m. e.s.t. on
December 1, 1900. You are requested to
submit 100 copies of your statement on
the morning of the hearings at the
hearing locations.

In the event that a hearing is
cancelled, every effort will be made to
publish advance notice in the Federal
Register. Moreover, actual notice will be
given to all persons scheduled to testify
at the hearing. As it is not possible to
give actual notice of cancellation or
changes in the date or time of a hearing,
persons planning to attend any hearing
are advised to contact the public
hearings division of the DOE office on
the working day immediately preceding
the date of the hearing to confirm that it
will be held as scheduled.

2. Conduct of the Heoring& We
reserve the right to select the persons to
be heard at the hearings, to schedule
their respective presentations, and to
establish the procedures governing the
conduct of the hearings. The length of
each presentation may be limited, based
upon the number of persons requesting
to be heard.

An ERA or other DOE official will be
designated to preside at the hearings.
These will not be judicial or evidentiary
type hearings. Questions may be asked
only by those conducting the hearings.
At the conclusion of all initial oral
statements, each person who has made
an oral statement will be given the
opportunity, if he or she so desires, to
make a rebuttal statement. The rebuttal
statements will be given in the order in
which the initial statements have been
made and will be subject to time
limitations.

You may also submit questions to be
asked by the presiding officer of any
person making a statement at either
hearing to the addresses indicated
above for requests to speak, for the
location concerned, before 4:30 p.m. on
the day before the hearing. If you wish
to ask a question at one of the hearings,
you may submit the question, in writing,
to the presiding officer. If the question is
submitted at the hearing, the presiding
officer will determine whether the
question is relevant, and whether time
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limitations permit it to be presented for
answer.

Any further procedural rules needed
for the proper conduct of the hearings
will be announced by the presiding
officer.

Transcripts of the hearings will be
made. The entire record of the hearings,
including the transcripts, will be -
retained by the ERA and made available
for inspection in-the DOE Freedom of
Information Office, Room 1E--190,
Forrestal Building, 1000 Independence
Avenue, S.W., Washington, D.C., and in
"the ERA Office of Public Infohnation,
Room B-110, 2000 M Street, N.W.,
Washington, D.C., between the hours of
8:00 a.m. and 4:30 p.m., Monday through
Friday. You may purchase a copy of the
transcripts from the reporter.
(Emergency Petroleum Allocation Act of 1973,
15 U.S.C. § 751 etseq., Pub. L. 93-159, as'
amended, Pub. L. 93-511, Pub. L. 94-99, Pub.
L. 94-133, Pub. L 94-163, and Pub. L. 94-385;
Federal Energy Administration Act of 1974,
15 U.S.C. § 787 et seq., Pub. L 93-275, as ,
amended, Pub. L 94-332, Pub. L 94-385, Pub.
L. 95-70, and Pub. L 95-91; Energy Policy and
Conservation Act, 42 U.S.C. § 6201 et seq.,
Pub. L 94-163, as.amended, Pub. L 94-385,
and Pub. L. 95-70; Department of Energy
Organization Act, 42 U.S. C. § 7101 et seq.,
Pub. L. 95-91; E.O. 11790, 39 FR 23185; E.O.
12009, 42 FR 46267.)

In consideration of the foregoing, Part
211 of Chapter II, Title 10 of the Code of
Federal Regulations, is proposed to be
amended as set forth below.

Issued in Washington, D.C., October 24,
1980.
Hazel X. Rollins,
Administrator, Economic Regulatory
Administration.

§ 211.66 [Amended] -

1. Section 211.66 is amended by
revising paragraph (h) to read as
follows:

(h) Monthlyreport. On or prior to the
fifth day of each month, commencing

- with the month of January 1981, each
refiner shall file with the ERA areport
certifying the following information as
to the second month prior to the month
in which the report is filed; ,

(1) The actual or estimated-volume (to
the best of the knowledge of the
certifying officer) of old oil included in
the crude oilreceipts of thatrefiner
separately-forrefineries located in
PADDs I-IV -andforrefneries locatedin
PADD V.

(2) The actual or estimated volumes
(to the best of the knowledge of the
certifying officer) of (i) ANS -uppertier
crude oil and.(ii) upper tier crude oil,
respectively, included inthe crude oil
receipts of that refiner separatelyfor

refineries located in PADDs I-IV and for
refineries located in PADD V. !

(3) Anypermitted orrequired
adjustments to the actual or estimated
-volumes of old, upper tier and ANS
upper tier crude oil included in the crude
oil receipts of that refiner separately for
refineries located in PADDs I-IV and for
refineries in PADD V.

(4) The volume of crude oil runs-to-
stills of that refiner separately for
refineries located in PADDs I-IV and for
refineries located in PADD V, taking
into account, and specifying the amount
of, the adjustments provided for in
§ 211.67[d).

(5) The weighted average cost for that
refiner (including transportation cost to
the refinery) of old ol,'upper tier crude
oil (excluding ANS upper tier crude oil),
ANS upper tier crude oil, other ANS
crude oil, stripper well crude oil (as
defined in Part 212 of this chapter),
incremental tertiary crude oil (as
determined pursuant to § 212.78),
tertiary incentive crude oil (as
determined pursuant to § 212.78), Naval
Petroleum Reserve crude oil, heavy-
crude oil (as determined pursuant to
Executive Order-No. 12153), other.
domestic crude oils the first sale of
which is exempt from the provisions of
Part 212 of this chapter for-that month.
and imported crude oil included in that
refiner's crude oil receipts, -separately
for refineries located in PADDs I-IV and
refineries located in PADD V. For
refiners required to file trahisfer pricing
report forms under § 212.84 of this
chapter,-the weightedaverage cost of
imported crude oilreported under-this
subpaiagraph should be derived from
thelanded costs set forth in such
reports.

'(6) The estimated-volume (to the best'
of the knowledge nf-the certifying
officer) of old and upper tier crude oil
(excluding ANS upper-tier crude oil)
which has.a sulphur content equal to or
greater than .6 percent, included in the
crude oil receipts of that refiner for
refineries located PADDs I-IV and for
refineries locatedinPADD V.(7) Such other informlition as the ERA
may request.

First Alternative Proposal

§ 211.67 [Amended]
.2. Section 211-.7 is amended by

revising-paragraph (b)(2) to read as
follows:(b)* * .*
- (2) The number of-barrels ofdeemed
old oil included in a refiner'es adjusted"
crude oil receipts for purposes of the . -.
definition of national domestic crude oil
supply ratio in § 211.62-of this subpart,
,paragraph (b)(1).of this section, and

paragraph (c) of this section shall be
calculated as follows: (i) Each barrel of
old oil included in its adjusted crude oil
receipts in that month at refineries In
PADDs 1, 1, III and IV (which for
purposes of this paragraph includes
Puerto Rico and the Virgin Islands) shall
constitute that fraction of a barrel of
deemed old oil the numerator of which
is equal to the refiners' reported
weighted average cost per barrel
received at refineries in PADDs 1, 11, 111
and IV of domestic crude oil (except
ANS crude oil) the first sale of which Is
exempt from the provisions of Part 212
of this chapter for that month, less the
refiners' reported weighted average cost
per barrel received at refineries In
PADDs 1, 11, 111 and IV of old oil, and
less (X), and the denominator of which
is the entitlement price for that month:
(ii) Each barrel of upper tier crude oil
(except ANS upper tier crude oll)
included in its adjusted crude oil
receipts in that month at refineries in
PADDs 1, 11, 111 and IV shall constitute
that fraction of a barrel of deemed old
oil the numerator of which is equal fo
the refiners' reported weighted average
cost per barrel received at refineries In
PADDs I, 11, 111 and IV of domestic crude
oil (except ANS crude oil) the first sale
of which is exempt from the'provisions
of Part 212 of this chapter for that
month, less the refiners' reported
weighted average cost'per barrel
received at refineries in PADDs 1, 11, 111
'and IV of upper tier crude oil (except
ANS upper tier crude oil) and less (X),
and the denominator of which is the
entitlement price for that month; (iII)
Each barrel of old oil included in its
adjusted crude oil receipts in that month
-at refineries in PADD V (which Includes
Guam for purposes of this paragraph)
shall constitute that fraction of a barrel
of deemed old oil the numerator of
which is equal to the refiners' reported
weighted average cost per barrel
received at refineries In PADD V of
domestic crude oil (except ANS crude
oil) the first sale of which Is exempt
from the provisions of Part 212 of this
chapter for that month, less the refiners'
reported weighted average cost per
barrel received at refineries in PADD V
of old oil, and the denominator of which
is the entitlement price for that month;
(iv) Each barrel of upper tier crude oil
(except ANS upper tier crude oil)
included in its adjusted crude oil
receipts in thatmonth at refineries in
PADD V shall constitute that fraction of
a barrel of deemed old oil the numerator
of which is equal to the refiners'
reported weighted average cost per
barrel received at refineries in PADD V
of domestic crude oil (except ANS crude

II II I
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oil) the first sale of which is exempt
from the provisions of Part 212 of this
chapter for that month, less the refiners'
reported weighted average cost per
barrel received at refineries in PADD V
of upper tier crude oil (except ANS
upper tier crude oil) and the
denominator of which is the entitlement
price for that month; (v] Each barrel of
ANS upper tier crude oil shall constitute
that fraction of a barrel of deemed old
oil the numerator of which is equal to
the reported weighted average cost per
barrel to refiners of imported crude oil
and domestic crude oil the first sale of
which is exempt from the provisions of
Part 212 of this chapter for 1hat month,
less such weighted average cost per
barrel to refiners of ANS upper tier
crude oil, and the denominator of which
is the entitlement price for that month;
[vi) For each barrel of old oil or upper
tier crude oil (except ANS upper tier
crude oil) less than .6 percent sulfur
content included in a refiner's adjusted
crude oil receipts at refineries in PADDs
I-IV, the value of (X) in subsections (i)
and (ii) shall be zero; for each barrel of
old oil or upper tier crude oil (except
ANS upper tier crude oil) equal to or
greater than .6 percent sulfur content
included in a refiner's adjusted crude oil
receipts at refineries in PADDs I-IV, the
value of (X) in subsections (i) and (ii)
shall be $1.50.

§ 211.67 [Amended]
3. Section 211.67 is amended by

revising paragraph (a)(4) to read as
follows:

(a) * * *
(4) For each month in the period June

1978 through December 31, 1980, the
number of entitlements issued under
paragraph (a)(1) of this section to each
refiner shall be increased by: (i) the
number of barrels of California lower
tier crude oil included in its adjusted
crude oil receipts in that month
multiplied by a fraction, the numerator
of which is $2.38 plus or minus $.09 for
each degree API gravity (or fraction
thereof) by which the weighted average
gravity of all California lower tier crude
oil included in that refiner's adjusted
crude oil receipts in that month either
falls below or exceeds, respectively, 18
degrees API, and the denominator of
which is the entitlement price for that
month; and (ii) the number of barrels of
California upper tier crude oil included
in its adjusted crude oil receipts in that
month multiplied by a fraction, the
numerator of which is $1.45 plus or
minus $.09 for each degree API gravity
(or fraction thereof) by which the
weighted average gravity of all
California upper tier crude oil included
in that refiner's adjusted crude oil

receipts in that month either falls below
or exceeds, respectively, 18 degrees API,
and the denominator of which is the
entitlement price for that month;
provided that the dollar value of
additional entitlements issued under this
subparagraph (4) shall not exceed the
dollar value of the obligation (as
calculated under paragraph (b) of this
section) for the crude oil with respect to
which such additional entitlements are
issued. The refiner shall calculate and
report the weighted average gravity of
California lower tier crude oil and
California upper tier crude oil
separately, and in calculating such
weighted average gravities shall (A)
determine the gravity of such crude oil
for each receipt of such crude oil in that
month on the basis of the gravity of such
crude oil at the time it becomes a
receipt, and (B) determine a single
monthly weighted average gravity for
such crude oil by weight averaging (on a
volumetric basis) all of such individual
receipts in that month.

Second Alternative Proposal

§211.67 [Amended]
2. Section 211.67 is amended by

adding a new paragraph (b](3) which
reads as follows:

(b** *
(3) The number of barrels of deemed

old oil included in a refiner's adjusted
crude oil receipts each month shall be:
(i) increased by the number of barrels of
old oil and upper tier crude oil (except
ANS upper tier crude oil) less than .6
percent sulfur content Included in its
adjusted crude oil receipts in that month
at refineries in PADDs I-IV multiplied
by a fraction the numerator of which is
$.50 and the denominator of which is the
entitlement price for that month. (ii)
decreased by the number of barrels of
old oil and upper tier crude oil (except
ANS upper tier crude oil) equal to or
greater than .6 percent sulfur content
included in its adjusted crude oil
receipts in that month at refineries in
PADDs I-IV multiplied by a fraction the
numerator of which is $1.50 and the
denominator of which is the entitlement
price for that month.

Appendix 1-Summary of Draft
Regulatory Analysis

Problem
Average crude costs for refiners are

dependent on degree of access to
controlled crudes, the nature of the
crudes, the costs of the exempt crudes,
and whether the refinery is in PADD V
or in PADDs I-IV. Of these factors, only
cost differences due to degree of access
to controlled crudes result from
Department of Energy (DOE)

regulations. The crude oil entitlements
system was developed to equitably
distribute the benefits of access to
controlled crudes, and has generally
accomplished that objective. However,
changes in relative costs of exempt
domestic and imported crudes have
recently caused significant advantages
and disadvantages to refiners with
access to controlled crudes.

Two measures of the equitable
distribution of access to controlled
crude are used in this analysis. The first
compares the net post-entitlement costs
of comparable controlled and exempt
domestic crudes using the posted prices
of these crudes. This method is generally
used by refiners to assess available
purchase options. In June 1960,
controlled crudes cost less than exempt
in PADDs I-IV, and more in PADD V.
Table 1-Controlled Crude Coat Advantage

June 190
PADD MV:

Low Sulfur-45.Oo
High Sulfur- O.0

PADD V---S5.0o

The controlled crude cost advantage
causes refiners to have lower or higher
average costs than refiners with less
controlled crude. In June 1980, refiners in
PADDs I-IV had an average cost
advantage of 4 cents for each extra
percent of controlled crude. For
example, a refiner with 50% controlled
crude would have had a $1.20 advantage
compared to one with 20% controlled
crude. In PADD V, increased
percentages of controlled crude resulted
in higher crude costs, which is inverse to
the general impact of access to
controlled crude in PADDsI-V.

The proposed.regulation is expected
to reduce the advantages or
disadvantages of access to controlled
crude oils, so as to accomplish more
equitable distribution of the benefits of
price controls on crude oil.

Objectives
The proposed regulation should

reduce the controlled crude cost
disparities based on postings, and
reduce the impact of the access to
controlled crude on each refiners
average crude cost. Ideally, post-
entitlement costs of controlled crudes
should equal those of equivalent exempt
crudes, so that refiners will be
indifferent among controlled and
exempt volumes. Through this objective
may not be realized, regulations that
reduce these cost disparities will
accomplish more equitable distribution
of the benefits of access to controlled
crude oil and improve the competitive
posture among all refiners.
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Alternatives

Phased decontrol is reducing the
impact of the cost disparity between
exempt and controlled crudes. In
addition, the exempt domestic and
international crude markets maybe
restoring a price structure based on the
quality and location of the crude, which
should equate exempt'domestic and
imported crude costs in tle United
States. Therefore, one alternative is to
continue the present entitlement system
until crude oil controls end in October
1981.

Another alternative is to -equalize
controlled crude costs to thoge of
comparable exempt domestic crude
costs in each region, thereby reducing
the cost disparities between controlled
and exempt domestic crudes. Costs in
PADD V and costs in PADDs I-IV would
be use to calculate separate entitlement
obligationd for each region. The options
consist of various dombinations of this
alternative and the.present program.

Option 1

Establish separate entitlement
obligations for PADD V and PADDs I-IV
based upon exempt domestic crude
costs for refineries in each region, the
obligation for controlled ANS crude
would also be calculated from the
exempt domestic crude costs in PADDs
'-IV.

Option 2

Same as Option 1 for PADD V and
PADDs I-IV refineries, the obligation for
controlled ANS would be calculated
from the average cost of all uncontrolled
(domestic and foreign] crudes as is done
in the current entitlements program. The
ANS rule was recently adopted, and
may be modified in a separate
proceeding so that further modification,
as in Option 1, may be necessary.

Option 3

only obligations for refineries in -
PADDs I-IV would be calculated from
the exempt domestic crude costs in that
region. PADD V and controlled-ANS
would continue under the present
method.

Refineries in PADDs I-V have been
the principal petitioners for better crude
costs equalization. In addition, the major
volume of controlled, crude is in PADDs
I-IV.

Option 4

The obligations for refineries in PAD!)
V would be calculated from exempt
domestic crude costs, excluding exempt
ANS, in PADD V. PADD I-IV refineries
and refiners of controlled ANS would
continue to incur entitlement obligations
calculated.,under the present'system,

'he largest per barrel cost
discrepancies are in PADD V, though the
volumefcontrolled crude withii that
region is only about 5% of the controlled
crude in.PADDs I-IV. This option would
reduce these large discrepancies,
without having a substantial effect on
the rest of the counrty.

Significant increases since 1973 in the
premium for low sulfur crudes also
contribute to the cost disparity between
exempt and controlled crudes in PADDs
I-IV. Imppsing additional obligations on
low sulfur crudes, or reducing
obligatrons on high sulfur crudes are
also evaluated for their effects on crude
cost disparities. Adjustments to the
obligatins in PADDs I-IV on the basis of
sulfur level of the controlled crude are
evaluated for both the present
entitlement system and Options 1, 2 and
3. Separate obligations for all low sulfur
and all high sulfur controlled crudes on
a national basis are also evaluated.

Impacts

Crude cost changes that occurred
between June and September 1980 are
expected to reduce the net cost
disparities between controlled and
exempt domestic crudes i' PADDs I-V.
Exempt domestic crude postings were .
reduced to $34 for high sulfur and $36 for
low sulfur crudes in PADDs I-IV and
Saudi Arabia increased its prices by$2.
There were no changes to the exempt
postings in PADD V. The estimated
effect of these changes on the cost
disparities is shown in Table 2. The cost
disparities for low dulfur and most high
sulfur crudes in PADDs I-IV are
projected to decline by almost $2. In
PADD V, controlled crudes will continue
to cost about $5 more than comparable
exempt crudes. The posted prices for'
high gravity asphaltic crudes in PADDs
I-IV have Vieen reduced to the level of
the PADD V crudes, and these asphaltic
crudes now bear the same cost
disparities as the PADD V crudes.
BILUNG CODE 6450-01--
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TABLE 4

AVERAGE POST-ENTITLEZIENT CRUDE 'COST
PADD I-IV REFINERS

PRESENT SYSTEM
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Table 5

AVERAGE POST-ENTITLEMENT CPUDE COSTS
PADD I-IV REFINERS

OPTIONS 1, 2, 3
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APi'ENrOX 2

APPROVED

ECONOMIC REGULATORY ADMINISTRATION 0B 38-R0215
Washington. D.C. 20461 '1- .*l,

DOMESTIC CRUDE OIL ENTITLEMENTS PROGRAM FOR ERA USE ONL Y

REFINERS MONTHLY REPORT ACCESSION [tl
NUMBER JL I

ERA-49

_ _ _ _ _ _ _ _ _ _DATE WW
This report i$ mandatory under Public Laws 93.159. 94163. end 93.'7Su an ndwd. YE AR m0 T,4 Dl/ 0

1. REPORTING FIRM IDENTIFICATION -INFORMATION: C{heck If Any Change In Idenfifcarton Det ., I
o. Naee

b. StreeSoa/RO ['II II

r. City d. State ZIP Cool

f. Name of Contact Person 9. Telephone Ilnclud' -Area Code)

1 i i t i 1 I v._1l I I I I. I-_
h. Reporting Firm Short Name I. Amendment Number

2. a. DATE OF REPORT: LLJb. REPORTING PERIOD L.L L~
YEAR MONT YEAR MONTH

3. CERTIFICATION

I CERTIFY THAT THE INFORMATION.SUBPMTTED ON AND WITH THIS FORM IS FACTUALLY CORRECT: COMPLETE AND
IN ACCORDANCE WITH ERA REGULATIONS (TITLE %D. CODE OF FEDERAL REGULATIONS) AND THE INSTRUCTIONS TO
FORM ERA-49.

a. Name e : Title of Ce'tifying Offical b. Signature c. Date Certified

72568

THE 1.S. CODE. (.RIMES AND CRIMINAL PROCEDURESI. SECTION 700?. MAKES ITA CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE
STATEMENT OR -EPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS
.VURISDICTION
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ECONOMIC REGULATORY ADMINISTRATION
Washington. D.C. 20461

DOMESTIC CRUDE OIL ENTITLEMENTS PROGRAM FOR ERA USE ONLY

REFINERS MONTHLY REPORT ACCESSION NO.

EA43 DATE LU LJ L
YL&R MONTm DAf

REPORTING FIRM SHORT NAME It , . ,• , t , , t v DATE OF REPORT YEAR L.. VCNTH Lij DAY L.J

4.1 CRUDE OIL RECEIPTS (PADDS 1-4) REPORTING PERIOD-YEAR J MO.TH LiJ

ATGORY OF CRUDE OIL TOTXL VOLUME TOTAL COST WEIGHTED AVERAGE
(IIARRELS) COST PEP 3ARREL

(A) (0) W _ _I_E I _ IF _

Old O~t
Nw 0 

1fNm oil

Strp Df Wait OIL.......-.

Tr.ssy OR -

HEAVY OIL

Newly D;dcgwld On

A;S Upper
Tier

'Other ANS

MARkCT TIF

OKal a Rawv

-wwre OL-

TCTAL CRUDE OIL
11399 RECEIPTS

L. tt tIW

LWt WLL,, LJ,,

LwwI wJ ,,

!,,,,,,,W

LLJ,,,,,,J

ii,!,v
W vv I wLJ'

I!,,,,,,W

IWww,,J

IL,,,,,lW

I * I I I I I I I 1 1

S

s

$

s

I"

jool

I I I I ! ! I ! I I ,0

1 I , , , , , , ,I ,o,ol

l ,I ,t , 111, , t 1o01

~I ~11111 1 1 101

t I I I I I I I I I I 0L

I 1 I I I I I I 1 10101

1 !I| I I I 1 1 Jo0

| t i I I ,I , I I , o0 o

!~~ ~ I I- v O!v !v,°

Lwi,,
L,,,,

WWLJ,

1,,,,1

LWLJ,

LWL,,

I,,w,

L!,,,!

WI,,,,j

I,,,,I

L,,,,]

!,,,i

xZaze 21
I

;1109

11209

11219

11229

11239

112.9

:1259

11269

11279

11289

11299

11309

M,-,y v; va. .
I

EPA-89

72,569
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ECONOMIC REGULATORY ADMINISTRATION

Washington. D.C. 20461

DOMESTIC CRUDE, OIL ENTITLEMENTS PROGRAM FOR ERA USE ONLY

REFINERS MONTHLY REPORT ACCESSONNO.

ERA.4 ERA4 OATE:. Lj L, Lw
YEAFR MONTH DAY

REPORTING FIRM SHORT NAME . . ' t v '2 ' . . . , I DATEOF REPORT YEARLz.J I&=THLJ DAy LLJ
1

4.2 CRUDE OIL RECEIPTS. (PADD 5) ) REPORTING PERIOD- YEAR [ MONTH L__L_j

CATEGORY OF CRUDE OIL TOTAL VOLUME TOTAL COST WE IGNTE 0 AV RA0E

(fAR RELS) COST PEP SAPPEL
(At (07. IE) IF$

12109 oldo L , ., , ., , ,! S I I I I I I I I I iojo1 s L i- I ,± I

12209 -4.wOi l I , , , , ,L , I I I II 1,0101 S

12219 Su,pp WI.. . _... _. I , . ., , , I I , , 1010 S I I I 1 1
12229 Tortier!;I I0..L-J $ II sL..Lo..1 .I I I_1_.L J

12239 HEAv Y I , , ,, S I, III II I , , 101 ° 1  !J1., , , .

12249 Nwv Iowj. f.- .n- a I I I II , 10101 S I

12259 ANS Upper 0 Lt % \,.~ 0I

12269 Other ANS I I1Lt I A so I I 1111 1

12279 HAII , ,FRL . L S I I I, ,I , I I,01 I I ,. , , !

12289 S, g lL ..-. J ..... LL. II L I I 1 0 0I I I 1-I f

12299 lk04iavv l Paolm Rimarv I..IJf 1 I f1 ill 10 101 SjIjI I I I

12309 imoorwd OJl......... fl.i...I. ... I I I 11LLL.S.L....L..

TOTAL CRUDE.OL i
12399 RECEIPTS I I 11 1 0101 .,1.1 1 1 -A

EPA-49 (9 791 .P-aze I-

72570
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ECONOMIC REGULATORY ADMINISTRATION
Washington. D.C. 20461

DOMESTIC CRLJDEOIL ENTITLEMENTS PROGRAM FOR ERA USE O. Y

REFINERS MONTHLY REPORT ACCESSON NO

ERA-A9
DATE WJ W WJ

YEAR MONTH DAY

REPORTINGFIRM SHORT NAME ' ' . ' , . ' , I DATE OF REPORT YEARL ,LJ LNTHL.LJ DAY IL.J

5 1 OLD OIL RECEIPTS (PADDS 1-4) REPORTING PERIOD - YEAR - .710I'wl

OLD OIL VOLUME IN BARRELS $UITOTALS TOTALS
(VOLUME IN BARRELS) (VOLUME IN BARRELS)

(A) (C) (D)

21119 FOR OWN ACCOUNT
AT OWN REFINERIES | , ,it lift)

21129 FOR NON-REFINERS
AT OWN REFINERIES t , , I 

FOR OWN ACCOUNT
AT OTHER REFINERS

NAME
21131 If , , , , I . I , , , , , , , 1

21132 , 1 1 1 1 1 , , , , I I , , ,1, , , I
21133 I , , , , , , , 1 , , f, , , I I , , , . , , . , I

21134 I , , _, _ , , _ , I I I I I 1
21135 I , 1 , , , , 1, 1,, , ,

21136 |,,i,, ,,, .. , I ,,,,,,|

21137 I I I I I g I , I I I I
21138 I t , v , v i I , , , , , I
21139 FOR. OWN ACCOUNT

AT OTHER REFINERS t , , , f

21199 TOTAL OLD OIL RECEIPTS
(21119+ 21129+ 21139) ,

ADJUSTMENTS
21219 FOR OWN ACCOUNT

AT OWN REFINERIES I, f , , I , ,, I
21229 FOR NON-REFINERS

AT OWN REFINERIES I t, ,,, I

21239 FOR OWN ACCOUNT
AT OTHER REFINERS L1 I I I I I I I

21299 TOTAL ADJUSTMENTS
(21219+21229+ 21239) . f f f I

21399 ADJUSTED MONTHLY
RECEIPT$

(21199+ 21299)

21409 NET CORRECTION FROM PRIOR I I I t
FOR ERA USE ON Y MONTH AMENDED REPORTS

21499 CORRECTED MONTHLY RECEIPTS I , , , , I
FOR CALCULATIONS

£RA-4919-79) Pze 2 7
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ECONOMIC REGULATORY ADMINISTRATION
Washington, D.C. 20461

FOR ERA USE ONL Y

DOMESTIC CRUDE OIL ENTITLEMENTS PROGRAM

REFINERS MONTHLY REPORT ACCESSION NO.

ERA-49 DATI W W W
YEAR MONTH DAY

REPORTING FIRM SHORT NAME I . tt . , . ' DATE OF REPORT YEAR L..J MONTH LLJ DAY L.JJ

5-2 OLDOILRECEIPTS (PADD 5) REPORTINGPERIOO- YEAR W.-TH J

OLD OIL VOLUME IN BARRELS SUBTOTALS - TOTALS
(VOLUME IN BARRELS) (VOLUME IN BARRELS)

(A) (B) (C) (D)

22119 FOR OWN ACCOUNT
AT OWN REFINERIES I , , , , J

22129 FOR NON.REFINERS
AT OWN REFINERIES I e , , , 1

FOR OWN ACCOUNT
AT OTHER REFINERS

NAME

22131 11, t i P i v I I , I f
22132 O tf o. i t ! t I I 1 1 1 2 f i t I I I I

22133 f t i # i j 1 1 f , 1 I f i t I I 1 ,,

22134 1 1 P f t # t v a i I t 1 1- 1 1 1 1

22135 1@ t i v i t f t I a , I, , I I

22136 I # , 9 1 - A I I i I a , I I , I,a

22137 I , tr i i v v 1 9 1 tj o I 1 1 1
2238 I t i 1 1 1 1 1 I t 1 1 2 ,- iJ|!,,t I of , VI .
22139 FOR OWN ACCOUNT -

AT OTHER REFINERS , , , , I

22199 TOTAL OLD OIL RECEIPTS
(22119+ 22129+ 22139)|,
ADJUSTMENTS

22219 FOR OWN ACCOUNT
AT OWN REFINERIES

22229 FOR NON-REFINERS
AT OWN REFINERIES

22239 FOR OWN ACCOUNT
AT OTHER REFINERS

22299 TOTAL ADJUSTMENTS
(22219+ 22229+22239

22399 ADJUSTED MONTHLY
RECEIPT$

(22199 +222991

22409 NET CORRECTION FROM PRIOR I t , - . , ,

FOR ERA USE ONLY MONTH AMENDED REPORTS

22499 CORRECTED MONTHLY RECEIPTS I J t I I I
FOR CALCULATIONS

ERA-49 (9.79) Pare 2 2
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ECONOMIC REGULATORY ADMINISTRATION
Washington. D.C. 20461

DOMESTIC CRUDE OIL ENTITLEMENTS PROGRAM FOR ERA USE ONLY
REFINERS MONTHLY REPORT ACCESSION NO

ERA-49 DATE Li Lt Li
YEAR MONTH DAY

REPORTING FIRM SHORT NAMEI, ,,, ,,,, ,CI ATE OF REPORT YEARI LzJ MONTH IL± DA L.J

] UPPER TIER OIL RECEIPTS (PADDS 1-4) REPORTING PERIOD-= YEAR [ J MOjTH

UPPER TIER OIL VOLUME IN BARRELS SUBTOTALS TOTALS

(VOLUME IN BARRELSI (VOLUME IN BARRELS.
(A) (BI (CI (DI

31119 FOR OWN ACCOUNT
AT OWN REFINERIES I. , , , 

31129 FOR NON REFINERS
AT OWN REFINERIES Iot ,,,t I

FOR OWN ACCOUNT
AT OTHER REFINERS

NAME

31131 1 , 1 i , v in , i , , , , I I g , , I, I I

31132 I 1 a a i , , I i I ! I 1 1 1 ,1 1 1

31133 I , . , , , - I I I I I I a I I , I I , , , ,

31134 1,inin - j v 1- 1n i , , I t f

31135 I t , , , , i , . I I i , . , I I
31137 v , 1 , ,

31138 , I I A I I I, I I I

31139 FOR OWN ACCOUNT
AT OTHER REFINERS , ,,.I

31199 TOTAL UPPER TIER OIL
RECEIPTS

-(31119+ 31129+ 31139) It , ,. . .

ADJUSTMENTS
31219 FOR OWN ACCOUNT

AT OWN REFINERIES I t I LzJ

31229 FOR NON REFINERS
AT OWN REFINERIES I, , . , , , a I

31239 FOR OWN ACCOUNT
AT OTHER REFINERS I ininaaain I

31299 TOTAL ADJUSTMENTS
(31219+ 31229+31239)

31399 ADJUSTED MONTHLY
RECEIPTS

(31199+31299)

31409 NET CORRECTION FROM PRIOR

FOR ERA USE ONLY MONTH AMENDED REPORTS
31499 CORRECTED MONTHLY RECEIPTS

FOR CALCULATIONS I ! i I tn

ERA-49 (9-79) Paze 3-I
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ECONOMIC REGULATORY ADMINISTRATION
Washington. D.C. 20461

DOMESTIC CRUDE OIL ENTITLEMENTS PROGRAM FOR ERA USE ONL Y

REFINERS MONTHLY REPORT ACCESSION NO

ERA.49

YEAR MONTH DAY

REPORTING FIRM SHORT NAMEI . , ., . . . *. ., DATE OF: REPORT YEAR LLJ MONTH LAJ DAY L..J

6 2UPPERTIEROILRECEIPTS(PADD 5) REPORTING PERIOD- YEAR IJ MONTH

-UPPER TIER OIL VOLUME IN BARRELS SUBTOTALS TOTALS
(VOLUME IN BARRELS) IVOLUME IN BARRELS,

(A) (B) (C) (DI

32119, FOR OWN ACCOUNT
AT OWN REFINERIES I , , I I

32L.29' FOR NON REFINERS
AT OWN REFINERIES I ! ,

FOR OWN ACCOUNT
AT OTHER REFINERS -

NAME

32131 I , # , t . . , . I I , . . , , , I
-32132 1 f I it tt! I tj

32133 1 , , . .t i ., , , , I I . . . . , , I
32134 I , . . . , , , , . , I U.. ± . , ,....-

321351 111.. , , J I I ! I I

3 1 6 1 1 1 t _L f

32138 I t i i - I , , I , I

321.391 FOR OWN ACCOUNT
AT OTHER REFINERS , , , , I

:32199 TOTAL UPPER TIER OIL
RECE!PTS
1(32119+32139+ 32139) 

.

ADJUSTMENTS
32219' FOR OWN ACCOUNT

AT OWN REFINERIES
32229 FOR NON-REFINERS

AT OWN REFINERIES I..,... im

32239 FOR OWN ACCOUNT

AT OTHER REFINERS I * . , ,

32299 TOTAL ADJUSTMENTS
1(32219+ 32229 +32239,

32399 ADJUSTED MONTHLY
RECEIPTS

(32199+32299) I

32409 NET CORRECTION FROM PRIOR

FOR ERA USE ONLY MONTH AMENDED REPORTS l it[ -1-1

32499 CORRECTED MONTHLY RECEIPTS
FOR CALCULATIONS I . I I I I

ERA.49 (9.79) Pa g-te 3
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ECONOMIC REGULATORY ADMINISTRATION FOR ERA USE ONL Y
Washington, D.C. 20461 ACCESSION NO

DOMESTIC CRUDE OIL ENTITLEMENTS PROGRAM
REFINERS MONTHLY REPORT DATE Lj I, I ,

ERA-49 YA_ _,_ _ . _ _. DA,_ _

REPORTING FIRM SHORT NAME I a . .. . .. I DATE OF REPORT YEARL ,J 11.THL IJ DAY U-J

1 RUNSTO STILLS (PADDS 1-4) REPORTING PERIOD- YEAR L .J MONTH I I

VOLUME IN BARRELS SUBTOTALS TOTALS
(VOLUME IN BARRELS, IVOLUME IN BARRELS,

(A) (el ICI IDP

41119 FOR OWN ACCOUNT

AT OWN REFINERIES Ii i I I t J

FOR OWN ACCOUNT
AT OTHER REFINERS

- NAME
41 1 31 1 , , ,i , , , , * I Il i , t , I 1
41132 TA FO OWN ACCOUNT
41133 T O OW. A . . . . ._ , OTAL
41134 1 . . . . . . . . . . . .~ .. ' ,,

411351 9 1 3 ) . . . . J411361 1 t , I ,I L I I I I I_9 4 LJ

41137 1, 1 , 1 , 1 1 , 1 1 v , i i , t ,

411361 F ,YTETI C E OL , . . . .

41139 TOTAL FOR OWN ACCOUNT
AT OTHER REFINERS

41189 TOTAL FOR OWN ACCOUNT
(4.1119 -'-41139)

4.1169 FOR SYNTHETIC CRUDE OIL I _ I ,rIj

41129 FOR NON REFINERS
AT OWN REFINERIES # , j

41159 EXPORTS OF REFINED
PETROLEUM PRODUCTS ,
OR RESIDUAL FUEL OIL

41199 TOTAL RUNS TO STILLS
141119 + 41139 + 41169 +
4.1229 - 41159 . .......

4,1219 Net Correction From Prior Month Amended Reports I t r r . . , . t I

41259 Procewng Agreements Net Correction FOR ERA USE ONLY

41299 Corrected Monthly Runs To Stills For Calculations I I I t I I

41399 Volumm [Excludng Procezimg
Agreements Not Qualifying For _ LLLI LJJ
Small Refiner Bias

PROCESSING AGREEMENTS
FOR OTHER REFINERS
AT OWN REFINERIES

NAMES411411 i . , I , i i'' I, I

41142 1 , , I *,i ,, I I , , , i. I
41143 ,, . , ,,,, , I , , I

411441 , , , I , , I , , I , ,,, , L

41147 I  , , , , , , i , , i , I I , . I . , i * I
411451 . . . . j. . . . . . I . . . . i . IL

"41149 TOTAL FOR OTHER REFINERS I i i , , , I
AT OWN REFINERIES

4179 TOTAL FOR OTHERS
(41129 +41149) 1 1 1

ERA-49 (9-79) Paze 4-]
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ECONOMIC REGULATORY ADMINISTRATION FOR ERA USE ONLY
Washington, D.11 20461 ACCESSION NO I I J I IJ

DOMESTIC CRUDE OIL ENTITLEMENTS PROGRAM
REFINERS MONTHLY REPORT DATE WONTN EL.

ERA-49 YEAR MONTH DAY

REPORTING FIRM SHORT NAME' ..-....... I DATEOF REPORT YEAR L.Lj MCNTHL, DAY U.J

7 2 RUNSTOSTILLS (PADD 5) REPORTING PERIOD - YEAR L J I MONTH

VOLUME IN BARRELS SUBTOTALS TOTALS
(VOLUME IN BARRELS) (VOLUME IN BARRELS)

.(A) (B) (C) IDI

42119 FOR OWN ACCOUNT
AT OWN REFINERIES I I iI f I tI

FOR OWN ACCOUNT
AT OTHER REFINERS

NAME -

,42131 1 i . i # t i * , , , , . , , , , i

421 3 1I . , . , t , ,,it t 1 v z # 1 1t . . .
213 3. , I I i t 2 1 1 1

42134 1 , , , , , , I
.42135 1 . , ,t , , , , t I . . . . t

42136 1 . . , . . , , , , , I I . , , Ii
42137 I . e y p * , , , I I , - 1 * * I
,21381 1 f , # i f t t , , , , i t I v , t d lJ

AT OTHER REFINERS
42189 TOTAL FOR OWN ACCOUNT

(42119 + 42139 1 1 1 t I ___

.2169 FOR.SYNTHETIC CRUDE OIL

42129 FOR NON.REFINERS
AT OWN REFINERIES ,t I , i

42159 EXPORTS OF REFINED
PETROLEUM PRODUCTS I, t I I f I LJ

OR RESIDUAL FUEL OIL

42199 TOTAL RUNS TO STILLS
4211 + 42139 + 42T69 +
42129 - 42159

42219 Net Correction From Prior Month-Amended Reports . . , p i * i I

42259 Processing Agreement Not Correction FOR ERA USE ONLY

42299 Corrected Monthly Runs To Stills For Calculations I t 1 L.L 1 J

42399 Volumes (Excluding Piocejsng
Agreements) Not Qualifying For
Small Refiner Bias

PROCESSING AGREEMENTS
FOR OTHER REFINERS
AT OWN REFINERIES

NAMES42141 1 , # , , I -L n I , I I t I L_ t I I t t I I i ,
42142 |1 I t t - i -, t , I I v , - I

42142 1 . . . . . . I I . . . . .42143~ *, ,,,,i . I I ..... * ' '

42144 I . . , , , I I i i , , , I

42145,. *,,ii, , I *.... * .'
42146;I , . . * . * . . , , . I I . , , ,
.421471 1 . i . i .t 1 I e.
42148 1 , t ., . . . ., I r - , , k I

42149 TOTAL FOR OTHER REFINERS I I I * , I

AT OWN REFINERIES

42179 TOTAL FO;l OTHERS
,4 21 2 iN+ 42149 P

ERA-49 (9.-7 a 4

I
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ECONOMIC REGULATORY ADMINISTRATION
Washmgton. D.C. 20461

DOMESTIC CRUDE OIL ENTITLEMENTS PROGRAM FOR ERA USE ONLY

REFINERS MONTHLY REPORT ACCESSION NO , i

ERA-49
ERA-49 ~DATE W.L W W.LYEAR IMONTH DAY

REPORTING FIRM SHORT NAME I . . ,1 , # r ' , I DATE OF REPORT YEARLj.J MONTHLJ DAYLiJ

8.1 ANS UPPER TIER (1ADDS 1-4) REPORTING PERIOD- YEAR L_1 MO'TH

UPPER TIER OIL VOLUME IN BARRELS SUBTOTALS TOTALS
(VOLUME IN BARRELSI (VOLUME IN BARRELS

(A) (81 (C) (DI

51119 FOR OWN ACCOUNT
AT OWN REFINERIES I,

51129 FOR NON REFINERS
AT OWN REFINERIES lIst ts stI

FOR OWN ACCOUNT
AT OTHER REFINERS

NAME

51131 1 u w u I v , , Iv t I. J. .Lt a.
51132 1 * , ! ' , g g , I

51133 I , , . , , , . . ., .,

51134 I . . , , . . . , a , * I
51135 1.. ,'ii, I I. .. as
51136 1 , , , , , , , , I I , , , ! , , , I
51137 . , . . ! i , . . , t I I , a * . , I
5113a I f I I ,I LLLtL.t J

511391 FOR OWN ACCOUNT
AT OTHER REFINERS IL a.,.., I

51199 TOTAL ANS UPPER
TIER OIL RECEIPTS

51119 + 51129 + 51139 1

ADJUSTMENTS
51219 FOR OWN ACCOUNT

AT OWN REFINERIES ! I I I I

51229 FOR NON REFINERS
AT OWN REFINERIES I I t s I Ij

:51239 FOR OWN ACCOUNT
AT OTHER REFINERS I 5,5.5,55!

.51299 TOTAL ADJUSTMENTS
51219 + 51229 + 51239

51399 ADJUSTED MONTHLY
RECEIPTS
51199 + 51299) I,,..

51409 NET CORRECTION FROM PRIOR

FOR ERA USE ONLY MONTH AMENDEO REPORTS I t , ' a ' I

51499 CORRECTED MONTHLY RECEIPTS
FOR CALCULATIONS I . 1

ERA.49 (9-79) Page5-1
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ECONOMIC REGULATORY ADMINISTRATION
Washington. D.C. 20461

DOMESTIC CRUDE OIL ENTITLEMENTS PROGRAM FOR ERA USE ONL-Y

REFINERS MONTHLY REPORT ACCESSION NO L

ERA-49 DATE W,1 L LUL
YEAR MONTH DAY

REPORTING FIRM SHORT NAME I. , . . . . , i, , .a , I DATE OF REPORT YEARLLJ MONTHLLJ DAY LLJ

8.2 ANS UPPER TIER (PADD 5) 1  REPORTING PERIOD- YEAR j IJ MONTH,

UPPER TIER OIL VOLUME IN BARRELS SUBTOTALS TOTALS
(VOLUME IN BARRELS) (VOLU0ME IN BARRELS,

(A) (B) (C) ID)

52119 FOR OWN ACCOUNT
AT OWN REFINERIES I I I I f I f I

521291 FOR NON-REFINERS
AT OWN REFINERIES

FOR OWN ACCOUNT
AT OTHER REFINERS

NAME
52131 I, , iae ,..,,,' I I,., , I

52132 ,,,,,,, ala , J , Ia,, , I

.52133 t t i i i , I I f, ,

52134 , 1 1 1 1, , i ,, , I
52135 1.. 1 1 -t. L.

52136' I , , , , , , , , ' , L
52137@ I , , a * , , * a a ,

52138 1 1 t I . , I  , , , , t , I I I A I

52139'FOR OWN ACCOUNT
AT OTHER REFINERS I ., , , I

52199 TOTAL ANS UPPER
TIER RECEIPTS

52119 + 52129 + 52139 l. t f[IA ]

ADJUSTMENTS
.52219 FOR'OWN ACCOUNT

AT OWN REFINERIES
52229 FOR NONREFINERS

AT OWN REFINERIES, I , , , I

52239 FOR OWN ACCOUNT
AT OTHER REFINERS I a a't " I

52299 TOTAL ADJUSTMENTS
(52219 + 52229 + 52239

52399 ADJUSTED MONTHLY
RECEIPTS
I 52199 + 52299 1 1 1 f I I L

52409 NET CORRECTION FROM PRIOR

FOR ERA USE ONLY MONTH AMENDED REPORTS t

52499 CORRECTED MONTHLY RECEIPTS
FOR CALCULATIONS , ., .

ERA'49 (9.79) Page 5-2

I I I I
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ECONOMIC REGULATORY ADMINISTRATION
Washington. D.C. 20461

DOMESTIC CRUDE OIL ENTITLEMENTS PROGRAM FOR ERA USE O4L Y

REFINERS MONTHLY REPORT ACCESSION NO

ERA.A9
DATE Li L.,_ LU.J

YEAR MUTm DAY

REPORTING FIRM SHORT NAME I . .... , . ., . I DATEOF REPORT YEARL.IJ MOCTHx -iJ DAY LULJ

9 1 HIGH SULPHUR (PADI'S 1-4) REPORTING PERIOD-YEAR [ MON_,jTH

UPPER TIER OIL VOLUME IN BARRELS SUBTOTALS TOTALS
(VOLUME IN BARRELSI (VOLUME IN BARRELS

(A) (BI (C) IDI

64119 FOR OWN ACCOUNT
AT OWN REFINERIES t I I I I I

64129 FOR NON REFINERS
AT OWN REFINERIES | ! ! . .. I

FOR OWN ACCOUNT
AT OTHER REFINERS

NAME
64131 , 1 , , , I , II.1

64132 I , , ,, 1 , , I , ' 1 ,

64133 1,,,I, -1 -A ~ ~ e64134 6--
64135 I# , , , , , ,- I L ,.. .00. . . , Ii

6-4137 I I ! t t J I ! , t I I I I I t I

64138 I , . . i . . . . , . , , , I
64139 FOR OWN ACCOUNT

AT OTHER REFINERS I., , , , I

64199 TOIAL HIGH SULPHUR L

OIL RECEIPTS

64119 + 64129 + 64139 LLJ t S, -tW

ADJUSTMENTS
64219 FOR OWN ACCOUNT

AT OWN REFINERIES
64229 FOR NON-REFINERS

AT OWN REFINERIES ! ,,t

6-239 FOR OWN ACCOUNT
AT OTHER REFINERS ,

64299 TOTAL ADJUSTMENTS
64219 + 64229 4 64239

64399 ADJUSTED MONTHLY
RECEIPTS
164199 + 64299 [,....,

644&09 NET CORRECTION FROM PRIOR
FOR RA SE NLYMONTH AMENDED REPORTSttI -

64499 CORRECTED MONTHLY RECEIPTS
FOR CALCULATrIONS v

ER-A.9(9-79) Page 6-1

JFR Doc. 80-34X0 Filed 10-3 -M. 845 am]

BILLING CODE 6460-01-C
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DEPARTMNTIOFIHALTHIAN

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 20

[Docket No. 78N-01701

Therapeutically Equivalent Drugs;
Availability of List

AGENCY: Food and Drug Administration.
ACTION: Final rule.,

SUMMARY: The Food and Drug
Administration (FDA) is amending its,
public information iegiulations to make
available a list of FDA-approved
prescription drug products, together with
therapeutic equivalence evaluations of
products in the List that are available
from more than one source. This
document announces the availability of
the Approved Prescription Drug
Products List (the List), and responds to
the public comments received on the
proposed policy of making such a list
available and on the content and format
of the List.
EFFECTIVE OATE:Decomber 1, 1980.
FOR FURTHER INFORMATION CONTACT,
Howard P. Muller, Jr., Bureau of Drugs
(HFD-30), Food and Drug I I
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-5220.
ADDRESS: Copies of the Approved
Prescription DrugProducts List may be
obtained from: United States
Government Printing Office,
Washington, DC 20402 (refer to the
publication by name). -
SUPPLEMENTAL INFORMATION: In the
Federal Register of January 12, 1979 (44
FR 2932), FDA proposed to amend
§ 20.117 (21 CFR 20.117) of itspublic
information regulations to include in the
list of available computer printouts
approved prescription drug products
with therapeutic equivalence
evaluations. "Approved.prescription
drug products" refers to prescription '
drug products approved by FDA through
new drug applications (NDA's) or
abbreviated new drug applibations
(ANDA's) under the provisions of
section 505 of the Federal Food, Drug,
and Cosmetic Act (the act) (21 U.S.C.
355) or, in the case of antibiotics,
through analogous applications known
as Form 5's or Form 6's under section
507 of the act (21 U.S.C. 357]. All drug
products on the List have been fully
reviewed and approved for safety and
effectiveness by'FDA. The List also
includes therapeutic equivalence
evaluations for multiple-source drug
products. Those products on the List
that are evaluated as therapeutically

equivalent can be expected, in the
judgment of FDA, to have equivalent
therapeutic effect and equivalent
potential for adverse effects when
administered to the patient under the
conditions specified in the labeling.

The List, which was 'repared in
response to requests from State health
agencies for assistance in administering
their drug product selection laws, was
presented as a proposal so that
interested persons could review and
comment on the List and all aspects of
the Federal Rtegister proposal. The
agency received more than 100
comments addressing most points
covered in the proposal and the preface
to theList, and also concerning specific
drug-products included or not included
in the List. This document responds only
-to comments concerning the proposed
policy of making this List available and
to the comments on the preface (Part I)
of the List.-FDA is responding
individually to comments about specific
product listings (Part II of the List].

Although a number of comments
opposed the preparation of the List,
many comments supported the List by
agreeing with statements mdde in the
proposal and in the preface to the List.
Many of these comments were from
elderly persons on fixed incomes who
said that they used drug products
frequently. They urged FDA to help their
physicians and pharn..acists provide
them with drug products that are less
expensive and yet therapeutically
equivalent. Other comments in support
of the List came from Federal, State, and
local health-related agencies and private
institutions and organizations urging
that FDA take action to foster the
availability of less expensive,
therapeutically equivalent drug
products.

The regulation is being finalized
essentially as'proposed, 44 FR 2932,
Januar3-12,1979. A fev changes have
been made, however, for clarification.
The word "all" in the first line of the
regulation has been deleted, and the
word "marketed' has beep added to the
regulation. This reflects FDA's policy to
include on the List only those
prescription drug products that have
been approved for marketing under
sections 505 and 507 of the-act, and
which are currently being marketed.
FDA will remove from. the List any drug
product which is no longer being
marketed, even though there remains an
approved application for that product.
Unmarketed products may periodically
appear on the List, however, until FDA
becomes aware of their nonmarketed
status. Conversely, when FDA becomes
aware through the application review
process that an approved drug product

is being remarketed, It will again be
included on the List. The proposed
regulation has also been amended by
deleting all references to "certificate
holder" or "certificate." As explained In
the preface to the List under Part 15,
"Precautions to Users of the List," the
List identifies only the holder of the
approved application in FDA files.
Finally, the phrase "route of
administration" was inadvertently left
out of the proposal and has been added
to the final regulation.

A summary of the substantive
comments and the agency's responses
follow:
I. Policy Considerations in Proposing
List

1. One comment cited a journal article
which included a survey finding that
only 21 perent of those over 05 years of
age were willing to accept a less
expensive generic equlvqlent
prescription. The survey also found that
of those age 56 to 641, only 30 percent
would accept a substitute drug, The
comment concluded, based on this
survey, that prescription drug users who
are over age 56 are responsible for the
lack of product substitution, rather than
health professionals and the drug
industry, as FDA contended in the
proposal.

The agency believes that the artiole
cited by the comment does not contain
sufficient information about the survey
for FDA to comment on its results, Even
so, FDA notes that the article concluded:
"It appears that a program of educating
the elderly to the safety, efficacy, and
economic merits of accepting equivalent
products when not restricted by their
physicians is in order." The agency
agrees that reluctance in choosing less
expensive duplicate prescription drug
products in the place of more expensive
brand name prescription drugs may be
caused largely by a lack of information
about- the safety; effectiveness, and
therapeutic equivalence of the duplicate
drug products. FDA believes that the
information provided by the List will
help to lessen doubts that may exist
regarding the safety, effectiveness, and
economic advantage of therapeutically
equivalent duplicate drug products.

2. Another comment said that the
public would not be educated by the
publication of the List as contended by
FDA in the proposal. The comment said
that while most people would know that
a List exists, only a few would be
familiar with the List's contents,

The agency believes that publication
of the List will lend to increased
consumer awareness of less expensive
therapeutically equivalent prescription
drug products. The availability of the
List is announced in this Federal
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Register document and copies will be
provided to State health agencies. The
release of such information usually
pffompts coverage in the public and
trade press, which in turn broadens
consumer awareness. Such increased
awareness should stimulate greater
consumer demand for less expensive
therapeutic equivalents, and physicians
and pharmacists should be influenced to
respond to that demand by prescribing
and dispensing such less expensive drug
products.

3. One comment questioned FDA's
statements in the proposal that the
absence of a list of therapeutically
equivalent drug products permits the
continuation of a situation involving
potential dangers to health as well as
deception to consumers, because FDA
has repeatedly assured the public that
drug products on the market are safe
and effective, that defective products
will be quickly removed, and that
advertising and promotion are
monitored. The comment asked how
FDA recognized dangers in the absence
of a list and how the List would negate
such dangers.

The agency believes that the
publication of the information contained
in the List will protect the public health
by helping to eliminate a situation
involving potential dangers to health as
well as deception of consumers. First, in
the absence of an official List
phaniacists or other persons
responsible for pharmacy or
institutional drug purchasing would be
required to make their own evaluations
of therapeutic equivalence. Such an
evaluation, without the information that
will be provided by the List, presents a
risk that drug products that are not
therapeutically equivalent may be
purchased for substitution, with possible
adverse health consequences to
patients. Second, a List of
therapeutically equivalent drug products
is needed to balance and correct
allegations about the therapeutic
inequivalence of drug products that
have appeared, for example, in
advertisements in newspapers and on
radio and television. These allegations
imply that the minimum standards for
drug quality are inadequate to assure
such quality, that differences in
pharmaceutically equivalent drug
products generally produce differences
in therapeutic effects, and that
government regulation never assures
therapeutic equivalence. FDA believes
that the broad dissemination of these
allegations to the general public, as well
as to health professionals, may lead to a
decline of public confidence in the
quality of the nation's drug supply. For

this reason, an authoritative statement
from the Federal agency charged with
monitoring and assuring the safety,
effectiveness, and quality of drugs is
needed.

It is also important to note that,
contrary to what is implied In the
comment, the absence of a list of
therapeutically equivalent drug products
does not mean that drug products on the
market are not safe and effective, or that
defective products will not be quickly
removed, or that the agency is not
monitoring advertising and promotion.
The List is simply a compilation of those
marketed drug products that have been
approved by FDA under sections 505
and 507 of the act. with certain
exceptions as explained in the proposal
(at pp. 2948-2949) and elsewhere in this
document. These products have already
been fully reviewed and approved for
safety and effectiveness by FDA. The
List also includes therapeutic
equivalence evaluations for those
approved prescription drug products
that are available from more than one
source. Drug products evaluated as
therapeutically equivalent are
pharmaceutical equivalents that can be
expected to jive the same therapeutic
effect when administered to the patient
under the conditions specified in the
labeling.

4. A comment contended that although
the List may have been desirable a
decade ago, it now is counterproductive.
The comment argued that manufacturers
of generic products have ample
resources to promote their products
without FDA "assistance", and that they
foster their own image, their reputation
for quality, and the benefits of
substitution by a variety of means.
Furthermore, the comment argued,
health professionals today may easily
obtain reliable information on generic
drug products from manufacturers,
distributors, medical journals, pharmacy
journals, academic institutions, and
individual expertise. The comment
asserted that the fact that more than 40
States now permit generic substitution
proves that these resources have
already been effectively used.

The agency believes that publication
of the List now would not be
counterproductive merely because
progress has already been made in
generic drug product selection. All
persons involved in drug product
selection need accurate, complete, and
understandable information about
therapeutically equivalent prescription
drug products. Such information
properly may come from the Federal
agency charged with monitoring and
assuring the safety, effectiveness, and

quality of the nation's drug supply.
Pharmacies. hospitals, States, and
private and public institutions and
organizations continue to ask FDA to
share its broad knowledge of the safety
and effectiveness of drug products, so
that they can continue to carry out their
duties to protect and promote the public
health, provide health care services
safely and with efficiency and cost-
effectiveness, and advise physicians and
pharmacists on drug product selection.

5. One comment said that the Model
State Drug Product Selection Act (Model
Act) is intended to encourage and
implement generic drug product
substitution, and that the FDA List is
purportedly not intended to be used for
drug substitution-it is not, as stated in
the proposal, a recommendation of
which products persons should
purchase, prescribe, or dispense.
However, the comment said, the Model
Act would require that each State
formulary include all drug products
determined by FDA to be
therapeutically equivalent. The
comment concluded that when
combined with the Model Act, the FDA
List is intended to be used for drug
substitution.

Although FDA acknowledges that the
List is intended, among other things, to
assist the States in implementing drug
product selection laws, the List is not a
recommendation of which products to
purchase, prescribe, or dispense. The
Model Act, a joint effort of the
Department of Health and Human
Services [DHHS) and the Federal Trade
Commission (FTC), is being made
available to the States to assist them in
enacting their own drug product
selection legislation. The Model Act, if
chosen by a State as a guide, would
-require an appropriate State health
agency to establish a formulary that
would lIst equivalent drug products.
potentially including all drug products
determined by FDA to be
therapeutically equivalent. As one
aspect of DHHS's cooperation with FTC,
FDA has been asked to prepare a List of
such products to be provided to the
States. Thus, the List is intended to
assist the States in establishing a
formulary that would list therapeutically
equivalent drug products; it is not
intended to designate any drug products
as preferable to others for purposes of
generic substitution.

6. One comment contended that FDA
has attempted to suppress the industry's
right to be heard, to prevent open,
uncensored discussion of the issues, and
to destroy the credibility of the
pharmaceutical industry in refusing to
publish in the proposal the objections to
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the List set forth ir PMA's lawsuit to
challenge the List. Pharmaceutical
Manufacturers Ass'n v. Kennedy, 471 F.
Supp. 1224 (D.Md. 1979). The-comment
said that this decision is especially
offensive in view of the comprehensive
nature of the Federal'Register proposal.

The agency disagrees with this
comment and believes that the issue it
raises was adequately addressed in the
proposal, which states atp. 2936:

The objections of PMA to an FDA list oT
therapeutically equivalent drug products, as
set forth in its complaint, need not be
discussed point-by-point in this document.
This preamble amply describes the reasons
for issuing such a list, the legal, scientific, and
regulatory bases on which such 'a list may be
prepared and issued and the details of the list
that FDA proposes to issue. Opportunity to
comment and raise specific objections, in
light of the specific proposal in this notice, is
being provided to the public, including PMA.
The objections of PMA, both in its complaint"
and, if PMA chooses, as particularized by its
comments on this proposal. will be
considered by FDA in determining how to
proceed in this matter.

I. Legal Authority and Legal Status,

7. One comment contended that it is
beyond FDA's regulatory authority to
make a judgment of therapeutic
equivalence. The comment said that it is.
within FDA's authority to establish
regulatory requirements for drug
products intended for marketing, and to
require those wishing to market such
products to provide sufficient
documentation assuring that the
p roducts meet those regulatory*
requirements. The only comparison of
drug products that FDA cbuld make
based on this Information, the comment
asserted, would be an evaluation of the
degree to which such products meet 'the
established regulatory requirements,
which do not include standards for
therapeutic equivalence. Another
comment said the List should be enacted
through the Congressional legislative
process and not by a regulatory-agency.1

FDA has concluded that it does have
the authority to determine therapeutic
equivalence on the basis of criteria
explained in the proposal. FDA
evaluates as therapeutically equivalent
approved drug products that meet the
following general criteria: (1) They are
pharmaceutical equivalents in that (a)
they contain identical amounts of the
same acitve drug ingredient in the same
dosage form; and (b) they meet
compendial or other applicable
standards of identity, strength, quality,
and purity; (2) they are bioequivalent in
that (a] they do not present a known or
potential bioinequivalence problem; or
(b) if they do present such a known or
potential problem, they are shown to

meet an appropriate bioequivalence
standard; (3) they are adequately
labeled; and (4) they are manufactured
in compliance with current good
manufacturing practice. These four
criteria are applied to information
already contained in FDA files regarding
the safety, effectiveness, and quality of
-approved prescription drug products to
make a nonregulatory evaluation of
therapeutic equivalence. The four
criteria are regulatory determinations -
which FDA is statutorily authorized to
make. FDA's authority to require that
drug products meet compendial
standards is based on section 501(b) of'
the act; to require that certain drug
products iieet bioequivalency
requirements on sections 201(p), 502,
505, and 701(a) of the act; to require
adequate labeling on sections 502, 505,
and 507 of the act, and 21 CFR 201.100;
and to require'compliance with current •
good manufacturing practice regulations
on sections 501(a)(2)(B) and 701(a) of the
act. The Degree to w'hich drug products
are found to be therapeutically
equivalent is determined by the degree
to which they meet the four criteria. This
is a nonregulatory evaluation in which
the agency simply applies the four
criteria to drug product information in
FDA files. Furthermore, the therapeutic
equivalence evaluations do not
constitute' an order or a rule, they do not
impose a requirement or restriction, nor
do they constitute determinations that
any products are in violation of the act
or that any products are preferable to
others.

FDA is authorized to make public its
therapeutic equivalence evaluations on
the basis of the following statutory
provisions: section 310 of !he Public
Health Service Act directs the Secretary
(whose authority is delegated to the
Commissioner of Food and Drugs (21
CFR 5.1(a)(2))) to issue "information
related to public health, in the form of
publications or otherwise, for the use of
the public" and to publish "other
pertinent -health information for the use
of persons and institutions concerned
with health services." Section 311(a) of
the Public Health Serivce Act directs the
Secretary to "advise the several States
on matters relating to the preservation
and improvement Of the public health".
Section 705(b) of the Federal Food, Drug,
and Cosmetic Act authorizes the
Secretary to disseminate information
about drugs "in situations involving, in
the opinion of the Secretary, imminent
danger to health, or gross deception of
the consumer." Section 306 of the act
authorizes FDA to use written notices in
place of formal enforcement actions

when the public interest will be
adequately served by such notices.

Regarding the comment that the List
should be enacted through the
Congressional legislative process and
not by FDA, the agency believes that
Congress authorized FDA's publication
of the List through the statutory
provisions cited in the preceding
paragraph.

8. Several comments argued that
FDA's reliance on section 705(b) of the
act (21 U.S.C. 375(b)) is incorrect.
Section 705(b) states in part: "The
Secretary may also cause to be
disseminated'information regarding
foods, drugs, devices or cosmetics iti
situations involving, in the opinion of
the Secretary, imminent danger to health
or gross deception to the consumer."
The comments said that FDA's reliance
upon this section is misapplied because
the agency has not indicated an
"imminent danger to health or gross
deception of the consumer." FDA has
only cited newspaper advertisements
and radio and television spot
announcements directed to the public
which the gency believes are
misleading. Such examples, the
comments said, can hardly be classified
as an "imminent danger." Furthermore,
the comments-said that the limitations
imposed by section 705(b) of the act
reflect congressional consideration of'
the agency's use of publicity. The
comments explained that the legislative
history of section 705(b) of the act
shows that FDA was deliberately denied
the discretion it now claims and that the
agency was forbidden to interfere with
competition among legally marketed
prescription drug products solely to
promote policy. The comments said that
Congress considered and rejected an
earlier version of secton 705(b) of the act
that would have broadly authorized the
Secretary to disseminate "such
information regarding any food, drug, or
cosmetic as he deems necessary in the
interest of public health." By adopting
the limited terms of section 705(b) of the
act, the comment said, Congress -
deliberately circumscribed the agency's
authority to use its influence to persuade
the public to purchase or refrain from

-'purchasing legally marketed products.
The agency disagrees with the

comment that reliance on the section
705(b) of the'act is misapplied. In relying
on that section, the magnitude of the
potential danger or deception need not
be estimated because that section Is not
a limitation upon the authority of the
agency. Rather, as explained in the
proposal (at p. 2936), this statutory
provision places within the express
scope of the Secretary's duties
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something that is one of the Secretary's
implied functions. Hoxsey Cancer Clinic
v. FolsoAn 155 F. Supp. 376, 378 (D.D.C.
1957). Because section 705(b) of the act
merely expresses an implicit power of
the Secretary and the Commissioner, it
is not necessary to determine whether
the specific conditions for invoking the
explicit authority under that section now
exists. It is important to note, however,
that potential dangers do exist.
Currently, in the absence of an official
List, pharmacists would be required to
make their own evaluations of
therapeutic equivalence, usually without
the comprehensive information
available to the agency. Such
evaluations without adequate
information create a risk that drug
products that are not therapeutically
equivalent may be substituted and
dispensed, with possible adverse health
consequences to patients. In addition, a
list of therapeutically equivalent drug
products is needed to balance and
correct deceptive materials
disseminated widely in recent years
alleging the therapeutic inequivalence of
drug products. Mary publications and
other media still imply that the minimum
standards for drug quality are
inadequate to ensure such quality, that
differences in pharmaceutically
equivalent drug products generally
produce differences in therapeutic
effects, and that government regulation
never assures therapeutic equivalence.
The broad dissemination of these
assertions to the general public, as well
as to health professionals, may lead to a
decline of public confidence in the
qual4y of the nation's drug supply.

Regarding the comment that by
adopting the more limited terms of
section 785(b) of the act, Congress
circumscribed FDA's authority to use its
influence to persuade the public to
purchase or refrain from purchasing
legally marketed products, FDA does
not believe that the list is an effort to
persuade the public. The List contains
only public information and advice; it
imposes no requirement or restriction
upon any person, it makes no
recommendations as to which products
persons should purchase, prescribe, or
dispense, or, conversely, which products
should be avoided. The List actually
enhances te public's freedom of choice
by providing information necessary to a
decision whether a brand name drug or
its therapeutically equivalent substitute
should be selected.

9. Axother comment said that the
Federal Food, Drug, and Cosmetic Act
precludes FDA from judging the
therapeutic equivalence of different
drugs as part of the new drug approval

process. In evaluating new drug
applications, the comment said FDA's
role is limited to a review of the safety
and efficacy of drugs. The comment
explained that the legislative history of
the 1962 amendments to the act shows
that judging relative efficacy among
different drugs is not a proper function
for FDA. The comment said that
therapeutic equivalence as used in the
proposal is akin to relative efficacy as
considered in 1962 because the
preamble. in discussing the concepts of
therapeutic equivalence and
bioequivalence, discusses them in terms
of the efficacy of drug products.

It is the agency's position that the part
played by the new drug approval
process in FDA's determination of
therapeutic equivalence does not
expand that process beyond a review of
the safety and effectiveness of drug
products. As explained in the response
to the first comment in this Part, FDA
evaluates as therapeutically equivalent
those drug products that meet four
general criteria. In addition, there are
three major elements which comprise
the scientific and regulatory foundations
underlying the four general criteria: [1)
Pharmaceutical equivalence, (2)
bioequivalence, and (3) controls to
ensure consistency of quality in. and
pharmaceutical equivalence and
bioequivalence among. individual
batches produced by all manufacturers.
This third element includes FDA's new
drug approval process, as well as the
antibiotic certification processes, the
batch certification procedures, the good
manufacturing practice regulations, and
FDA's monitoring of the marketplace.
The new drug approval process is an
important part of FDA's program for
determining the therapeutic equivalence
of drug products. The process of
reviewing and approving new drug
applications enables FDA. in addition to
determining pharmaceutical equivalence
and bioequivalence of the drug products,
to review the inactive ingredients in the
drug products, to ensure the adequacy of
labeling, and to evaluate any proposed
specific manufacturing controls to
ensure appropriate quality and batch-to-
batch consistency. Only when all these
elements meet regulatory requirements
may an application be approved.
Although the information submitted in
support of a new drug application is part
of the information FDA uses to make a
therapeutic equivalence determination,
a determination of therapeutic
equivalence is separate from the new
drug approval process. FDA emphasizes
that it will continue to approve new drug
applications only on the basis of safety,

effectiveness, and any bioavailability
requirement.

In addition, FDA's determination of
therapeutic equivalence does not
involve a judgment of relative efficacy.
Relative efficacy refers to a comparison
of the effectiveness of different
therapeutic moieties, whereas
therapeutic equivalence determinations
involve different manufacturers'
products containing the same active
drug ingredients. Moreover, FDA's
determination of therapeutic
equivalence is not a judgment as to
which manufacturer's product is
"better" or "more effective."

10. Several comments charged that the
agency is circumventing the express
restrictions of section 705(b) of the act
by invoking the generalized grants of
publication authority conferred by the
Public Health Service Act. The
comments contended that in interpreting
statutes the general must give way to
the specific. The Public Health Service
Act must be construed in harmony with
section 705(b) to mean that only in
limited circumstances should FDA enter
the competitive arena on behalf of or
against specific products. The comments
also said that the dissemination of
information envisioned by the Public
Health Service Act relates to neutral
scientific and epidemiological data
designed to improve the quality of
health care services. The comments
explained that the publication grant
codified in section 310 of the Public
Health Service Act derives from former
42 U.S.C. 7, which authorized the study,
investigation, and release of information
related to the "diseases of man and
conditions influencing the propagation
and spread thereof." The original
legislation was directed toward health
rather than economic concerns, argued
the comments, and there is no basis for
supposing that the Public Health Service
Act was intended to give the FDA
authority to officially rate specific drug
products in a purported effort to
decrease consumer costs. The comments
also said that the grant of authority in
section 311(a) of the Public Health
Service Act for advice to the States on
public health matters cannot properly be
read as giving FDA the power to prepare
and disseminate the proposed List. To
do so. said the comments, would not
only displace the traditional authority of
health professionals to independently
judge the comparative quality of
prescription drug products, but would
redistribute the primary control of
prescribing and dispensing from the
States to the Federal Government.

The agency disagrees with the
contention that FDA has incorrectly
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interpreted and applied the Public
Health Service Act and the Federal
Food, Drug, and Cosmetic Act. As
explained in the response to comment 8
above, the agency does not agree that
section 705(b) limits FDA's authority in
this area, nor does it restrict FDA's
application of the Public Health Service
Act. In addition, publication of the List
conforms exactly to the direction of
sections 310 and 311(a) of the Public
Health Service Act. The availability of
approved drug products evaluated by
FDA as therapeutically equivalent, as
well as the identity of pharmaceutically
equivalent drug products which are
evaluated by FDA as not therapeutically
equivalent, is important information
related 'to the public health. The List
provide information that is useful to
persons and institutions concerned with
health services, and it compiles
information in FDA filed that is relevant
to drug product selection for use by,
those consumers, institutions, and State

'agencies who want it.
The agency also disagrees with the

comment that the List usurps the
authority of health professionals. An
FDA evaluation of therapeutic
equivalence in no way relieves .
practitioners of their professional
responsibilities in prescribing and
dispensing drug products with due care
to individual patients. If the- *
characteristics of a specific product are
important in the therapy of a particular
patient, the physician's specification of
that product is appropriate. FDA
recognizes that drug products that are
therapeutically equivalent may still
vary, for example, in color, shape, taste,
or packaging and patients may not
perceive them as identical or equally
acceptable. For this reason, these drug
products are not substitutable or
interchangeable in all cases. FDA does
not determine whether different drug
products are substitutable or
interchangeable for use by a particilar
patient; rather, this judgment rests with
the practictioner who, in prescribing and
dispensing drug products, can consider
the unique characteristics, needs, or
problems of the patient. Pharmacists, in
dispensing drug products, must be
familiar with, for example, the
expiration times and labeling conditions
for storage, particularly for reconstituted
products, to ensure that patients are
properly advised when one product is
substituted for another.

Finally, the agency disagrees that the
List would infringe on the States'
authority in regulating the prescribing
ahd dispensing of drug products. The
List is intended to assist the States in
carrying out their duties to protect and

promote the public health, both in
providing health care services safely
and with efficiency and cost-
effectiveness, and in advising
physicians and pharmacists of the
requirements of State drug product
selection laws. The States continue to

-ask FDA to share its broad kffowledge
of the safety, effectiveness, and quality
of the nation's drug supply.

11. Several comments said that the.
notice-and-comment procedure followed
in adopting the List unlawfuly denies
manufacturers and the general public
the right to an evidentiary hearing. Some
comments contended that an
evidentiary hearing is necessary
because the List will have a substantial
economic and legal impact on drug
manufacturers, and that physicians,
pharmacists, consumers, and State
agencies will be relying heavily on the'
List to select drugproducts and to
develop State formularies. The
comments contended that only the
evidentiary hearing procedure would
guarantee the accuracy and reliability of
the final version of the List. -The
comments said that each determination
of therapeutic equivalance in the List, if
questioned by the manufacturer,
deserves an adjudicatory hearing.
Further, the comments said it is
impossible for manufacturers, especially
those with several drugs evaluated on
the List, to adequately review all
relevant available data bearing on the
equivalence issues within the notice-
and-comment period permitted.Other comments contended that a
hearing ig required-because of various
types of factual determinations that are
involved in the-therapeutic equivalence
determination. One drug manufacturer
requested an evidentiary hearing
concerning FDA's specific findings on
the bioavailability or bioequivalence of
its drug products. The comment said its
products would be adversely affected
because FDA intends that the List be
used to influence the substitution of a
second drug product for the drug
product first prescribed. Another
comment said that the therapeutic
equivalence information proposed for
the List may include official fact findings
and declarations relating to specific
drug products and manufacturers.
Essential to each of these
determinations, the comment contended,
is a complex appralsal of scientific facts
as well as an individual evaluation of
manufacturer processes and quality
control procedures. The comment said
that these particular fact-oriented
inquiries must be made in an
adjudicatory setting. Another comment
explained that the Federal Food, Drug,

and Cosmetic Act provides procedures
for determining the effectiveness of noW
drugs. Those procedures, the comment
said, provide that a party aggrieved by
FDA decisions concerning the
effectiveness of that product has the
opportunity to an evidentiary hearing to
challenge the correctness and
evidentiary basis of that decision, The
comment contended that FDA's
determinations of therapeutic
equivalence are decisions concerning
the effectiveness of the drug products
considered equivalent, and the
aggrieved manufacturer is entitled to an
evidentiary hearing concerning the
correctness and evidentlary basis for
such decisions. The comment said that
any other interpretation of the act would
enable FDA to make public assertions
about the effectiveness of a
manufacturer's, approved product that
would have the practical effect of
amending the labeling for that product
without giving the manufacturer the
opportunity to be heard and to challenge
in an evidentiary proceeding the basis
for such assertions. One comment said
that when FDA publicly declares that
drug products in a group containing the
same active ingredient are
therapeutically equivalent, the agency
claims comparative efficacy or quality
for each approved product in the group.
The comment claimed that equivalence
judgments such as these are, in effect,
new claims for the products. If a
manufacturer made a similar
equivalence claim, the comment said, I
that manufacturer would be required to
submit a supplemental application to
amend its NDA tor ANDA) to
encompass the additional claim (21 CFR
314.8(a)(4)[ii)). Such an application
would trigger the adjudicatory
procedures provided by itatute for
regulatory approvals, which include the
right to request an evidentiary hearing.
Similarly, another comment said in
making therapeutic equivalence
determinations, FDA should give notice
that it is proposing to amend all

- approved NDA's (or ANDA's) for
products containing the active
ingredient to include the claim of
therapeutic equivalence (21 CFR
314.200(a)). The comment said that each
notice should cite all data and
arguments that the agency relied on to
substantiate the new claim, and should
advise affecled parties of their
opportunity for a hearing (21 CFR
314.200(b)). The comment also said that
if a hearing is subsequently requested, It
should be grantedin any case In which
the requester demonstrates that there is
a genuine and substantial issue of
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material fact as to the accuracy of the
proposed claim. (21 CFR 314.200[g)(6).)

FDA is of the opinion that publication
of the List does not require an
evidentiary hearing. The agency
believes that most of the comments
misconstrue the legal status of the List.
As explained in the proposal (at p. 2937),
the List contains only public information
and advice. It does not constitute an
order or a rule as defined in the
Administrative Procedure Act (5 U.S.C.
551(4)) and, consequently, adherence to
the rulemaking procedures of that
statute (5 U.S.C. 553) is not required. The
List neither determines nor adjudicates
the legal rights of any drug manufacturer
or distributor;, it does not impose any
requirement or restriction upon any
person; it does not interpret or apply the
act in a manner that creates any
obligation on any person; it makes no
recommendation as to which products
persons should purchase, prescribe, or
dispense, or conversely, which products
should be avoided. To the extent that
the List identfies drug products
approved for marketing under sections
505 and 507 of the act, it merely sets
forth information to which the public is
entitled under the Freedom of
Information AcL Exclusion of a drug
product from tke List would not
necessarily mean that the drug product
is in violation of section 505 or 507 of the
act, or that it is not safe or effective, or
that it may not be therapeutically
equivalent to other drug products. (For
reasons explained on pages 2948-2952 of
the proposal, several classes of drug
products are excluded from the List: for
example, prescription drug products
approved as safe for marketing prior to
1962 and not yet determined to be
effective, and drug products that have
not been reviewed and approved
through the new drug or antibiotic
approval process.) Decisions on whether
specific drug products are subject to the
requirements of either section 505 or 507,
or whether specific -drug products have
fulfilled those requirements, are made in
clearly defined proceedings unrelated to
the release of information on approval
decisions. To the extent that the List
sets forth FDA's evaluations of the
therapeutic equivalence of drug
products that have been approved, it
contains FDA's advice to the public and
to the States regarding an important
public health matter. These evaluations
do not constitute determinations that
any products are in violation of the act
or that any products are preferable to
others. These are nonregulatory
evaluations that are based on the
application of certain criteria to
information contained in FDA files.

Most of the reasons cited by the
comments for demanding an evidentiary
hearing (for example, determinations of
effectiveness and bioequivalence)
concern determinations that were made
by FDA in clearly defined proceedings
when there existed the right to an
evidentiary hearing. Thus, the notice
and comment procedure used in
adopting this List is sufficient.

The purely advisory character of the
List was recognized by the court in
P.MA..'s unsuccessful attempt to enjoin
FDA from issuing the List, P.MA4. v.
Kennedy, supra at 1229,1231, in which
the court observed:

The infornimation contained in the Drug List
includes a list of approved drug products
found by FDA to be safe and effective as well
as therapeutically equialent to each other
. * *. There is nothing to indicate that the
Drug List and Price Guide do any more than
list or compile data which has already been
obtained via statutory procedure ' * *. No
agency is ordering any PMA menimber to
engage in or refrain from any action. Nor is
any agency doing anything which is binding
on the parties.

FDA also believes that I 314.200(a),
(b), and (g)(6), which provide for notice
of opportunity for hearing when the
agency proposes to refuse to approve a
new drug application or to withdraw the
approval of an application, do not apply
in this situation. The agency stresses
that the therapeutic equivalence
evaluations are based on information
already in FDA files as to the safety,
effectiveness, and quality of approved
drug products and as such are not new
claims. Furthermore, the evaluations of
therapeutic equivalence apply only to
approved drug products and are based
on their pharmaceutical equivalence.
bioequivalence. labeling, and
compliance with current good
manufacturing practice regulations.
Thus, the List does not constitute an
agency action requiring a notice of
opportunity for hearing under
§ 314.200(a).

12. One comment said that FDA's
proposal is contrary to section 5 of the
Federal Trade Commission (FTC) Act.
The Federal Trade Commission has held
that making an affirmative claim for a
product without a "reasonable basis"
for the claim is an unfair trade practice
under section 5. A reasonable basis in
the case of a drug product, according to
FTC precedents, requires scientific
studies, medical literature, or clinical
experience. The comment said that FDA
acknowledges the lack of such evidence
by its reliance on the presumption that
pharmaceutically equivalent drug
products are also bioequivalent unless
there exists contrary scientific evidence.
The comment also noted that under the

standards of "reasonable basis" &.ere is
a serious question whether FDA's
representation that a particular drug is
therapeutically equivalent to another
drug would constitute an unfair trade
practice if such representation were
made by a drug manufacturer.

The FTC precedents referred to by the
comment are not app!icable to the
labeling and advertising of prescription
drugs. Nonetheless, FDA believes that
its determinations of therapeutic
equivalence do rest on a reasonable
basis, including scientific studies,
medical literature, and clinical

.experience. Part 111(B) of the proposal
explains that a therapeutic equivalence
determination is based on the following
scientific and regulatory foundations: (1)
Pharmaceutical equivalence--drugs
which contain identical amounts of the
same active drug ingredient in the same
dosage form, and which meet
compendial or other applicable
standards of identity, strength, quality,
and purity-, (2) bioequivalence--drugs
not presenting a known or potential
bioinequivalence problem, or, if such a
problem is shown, the drugs meet an
appropriate bioequivalence standard;
and (3) controls to ensure consistency of
quality in. and pharmaceutical and
bioequivalency among. individual
batches produced by all manufacturers,
which includes the new drug approval
and antibiotic certification processes,
the batch certification process, good
manufacturing practice regulations, and
FDA's monitoring of the marketplace. In
addition, an FDA evaluation of
therapeutic equivalence refers to those
drug products which meet the four
general criteria listed in the response to
comment 7 above. The scientific and
regulatory foundations and the criteria
described above involve the use of
scientific studies, medical literature, and
clinical experience. Accordingly, a
reasonable basis does exist for FDA to
make therapeutic equivalence
determinations, and the contention that
FDA acknowledges the lack of a
reasonable basis for such
determinations due to its reliance on a
presumption that pharmaceutically
equivalent drug products are also
bloequivalent unless there exists
contrary scientific evidence, ignores the
basis for that presumption in scientific
studies and clinical experience. As will
be explained in the response to
comment 18 below, scientific studies
and clinical experience have shown that
it is unnecessary to use human subjects
and clinical resources to test a large
number of drugs for which there is no
evidence of bioavailability problems, or
to reprove the safety and effectiveness
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of an active ingredient which has
already been established to be safe and
effective.

13. One comment noted that the listed
manufacturers are likely to use the
therapeutic equivalence evaluations in
their promotional materials. The
comment argued, however, that citations
to the List in advertising and sales .
information would violate principles in
the prescription drug advertising
regulations. For example, 21 CFR
202.1(e)(6)(iii) prohibits "literature
references or quotations that are
significantly more favorable to a drug--
than has been demonstrated by
substantial evidence or substantial
clinical experience." The comment
argued that because many of the drug
products at issue have been approved
with less than the statute's nMandate for
"substantial evidence," the conclusions
in the List must be based upon
substantial clinical experience if they
are to be cited in advertising as a basis
for a claim of therapeutic equivalence.
For newly approved imitative products,
substantial clinical experience simply
does not exist. In addition, the comment
said that references to the List in
advertising by the manufacturer of a
newly approved imitative product would
present "information from a study in a
way that implied that the study
represents larger or more general
experience with the drug than it actually
does." (21 CFR 202.1(e)(6)(v).) Finally,
the comment said that use of the List in
advertising would constitute an
improper citation to "favorable data or
conclusions from nonclinical studies ofN
drug, such as * * * in vitro, in a way'
that suggests they have clinical
significance when in fact no such
clinical significance has been
demonstrated." (21 CFR 202.1(e)(6)(vii]J

The agency disagrees that the use of
therapeutic equivalence evaluations in
advertising would violate the
prescription drug advertising
regulations. FDA's basis for determining
therapeutic equivalence does meet the
substantial evidence test in
§ 202.1(e)(6)(iii), and does include
studies which have clinical significance
as stated in § 202.1(e)(6)(vii]. In addition
§ 202.1(e)(6)(v) is not violated because
reference to therapeutic equivalence
evaluations would not imply a broader
experience'with the drug than has
actually occurred. As explained in the
proposal, an evaluation of therapeutic
equivalen6e applies bnly to approved
prescription drug products that are
pharmaceutically equivalent, •
bioequivalent, adequately labeled, and
are manufactured in compliance with
current good manufacturing practice.

Other considerations in determining
therapeutic equivalence include
conformity with compendial or other
standards of identity, strength, quality,
and purity. Some of the mechanisms,
FDA uses to determine therapeutic
equivalence are the new drug approval
and antibiotic certification processes,
the batch certification procedures, the
good manufacturing practice regulations,
and the agency's monitoring of the
marketplace. FDA also disagrees with
the comment that the phrases "'literature
* * *more favorable" and "favorable,
data or conclusions" are applicable to
the agency's therapeutic equivalence
evaluations. As explained in the
response to comment 11 above, to the

"extent that the List sets forth FDA's
evaluation of therapeutic equivalence, it
contains FDA's advice to the public and
to the States regarding an important
public health matter. The evaluations do
not constitute determinations that any
products are in violation of the act or
that any products are preferable to
others. They are based on the
application of certain criteria to
information contained in FDA files to
make these nonregulatory evaluations.

The agency notes, however, that it is
now considering whether the use of
therapeutic equivalence evaluations
would be appropriate in prescription
drug advertising or in prescriptiondrug
product labeling. When an agency
'policy is developed oni thede fssues, it
will be publicly announced.

14. One comment contended that the
proposed therapeutic equivalence codes
in the List are not uniformly favorable.
For example, drug products coded "B3X"
are adverse findings which should be
communicated to health profesionals
through the package insert. The
comment further contended that the
regulations governing supplemental hew
drug applications appear to require that
drug product labeling be modified to
reflect FDA equivalence fiuidings, since
21 CFR 314.8(d)(2) requires the deletion
"from package labeling, promotional
labeling, and drug advertising of false,
misleading, or unsupported indications

-for use or claims for effectiveness." The
comment also said it may be that mere
approval and labeling of a product with
-the generic name of the drug implies that
all products containing.the same active
ingredient are equivalent. In some
States, the commefit noted, substitution
of such products for their fully approved -
counter arts is lawful. Yet, the'comment
said, drug product labeling fails to
advise physicians and pharmacisti of
the fact that these produqts are not
therapeutically equivalent. Tlis 'would
cause the drug labeling to be misleading

"for failure to reveal a material fact (21
U.S.C. 321(n)) and would require
correction under 21 CFR 314.8(d)(2). The
comment concluded that the regulatory
principles discussed above dramatize
the inconsistency of the proposed List
with the well-established pripciples
under which the Federal Food, Drug, and
Cosmetic Act is now administered.

The agency disagrees with the
comment. First of all, the "BX" code is
not an adverse finding regarding a
particular drug product, but merely
indicates that at the present time the
agency has insufficient data to
determine whether the product is
therapeutically equivalent under the
stated criteria. Neither the "BX" code
nor any of the other therapeutic
equivalence evaluations constitute
determiniations that a product is in
violation of the act or that a product. is
preferable to others. They are
nonregulatory evaluations based on the
application of the four criteria for., "
therapeutic equivalence (i.e*,
pharmaceutical equivalence,
bioequivalence, adequacy of labelfri,"
and current good manufacturing
practice) to information already
contained in FDA files concerning the
drug products, Second, the agency
disagrees that § 314.8(d](2) would
require drug product labeling to be
modified to reflect FDA therapeutic
equivalence findings, For reasons
already explained in the proposal and in
the responses to comments number 11
and 12 above, the therapeutic
equivalence evaluations are not "false,
misleading, or unsupported indications
for use or claims for effectiveness."
Third, as explained in response to
comment 13 above, the agency Is
considering whether Information
concerning therapeutic equivalence
evaluations should be used in
prescription drug product labeling or
advertising. Pending that consideration,
the agency has not determined that
information concerning therapeutic
equivalence or therapeutic
inequivalence is a material fact under 21
U.S.C. 321(n). However, since
prescription drug product labeling and
advertising does not presently include
information concerning therapeutic
equivalence evaluations, such
evaluations are not directly relevant to
drug product labeling because the
labeling provides adequate information
for the safe and effective use of the drug
product. "Therapeutically equivalent.
drug products'" refers to drug products
which are otherwise safe and effective
and which.can bg expected, inthe ,,
judgment of FDA, to have equivalent
therapeutic effect and equivalent
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potential for adverse effects when used
under the conditions set forth in their
labeling.

15. Several comments stated the belief
that the List would be promoting the
interchangeability of drugs. One of these
comments said that by publishing the
list, FDA will in effect become an
insurer of drug interchangeability and
therapeutic equivalency in the United
States. The comment explained that the
implications of this are significant. For
example, any physician or pharmacist
who is sued for malpractice because of
the unintended result of a prescription
drug product could rely in defense on
the List. Another comment said that
FDA should assume all medical and
legal responsibility for drug
substitutions that the physician and
pharmacist carry out. A third comment
said that States would rely on the List as
an "implied guarantee" of the
interchangeability of drugs, and that this
would raise questions concerning
Federal and State legal liability for the
content of the List.

It is not FDA's intent to become an
"insurer of drug interchangeability," nor
is it the agency's intent to assume all
responsibility for drug product
substitution by physicians and
pharmacists. As pointed out in the
proposal, FDA believes that drug
products that are therapeutically
equivalent are not necessarily
interchangeable in all instances.
Because such products may still vary,
for example, in color, shape, taste, or
packaging, patients may not perceive
them as identical or equally acceptable.
FDA makes no judgment as to whether
different drug products are substitutable
or interchangeable for use by a
particular patient; rather, this judgment
rests with practitioners who, in
prescribing and dispensing drug
products, should consider the unique
characteristics, needs, or problems of
the patient. Regarding the comment
concerning physician or pharmacist
malpractice suits, an FDA evaluation of
therapeutic equivalence in no way
relieves practitioners of their
professional duty to prescribe and
dispense drug products with due care to
individual patients. In those
circumstances where the characteristics
of a specific product, other than its
active ingredient, are important in the
therapy of a particular patient, the
physician's specification of that product
is appropriate. Also, pharmacists must
be familiar, for example, with the
expiration times and labeling conditions
for storage, particularly for reconstituted
products, to ensure that patients are

properly advised when one product is
substituted for another.

16. Another comment, noting that FDA
is proposing to amend 21 CFR 20.177,
which provide, that certain computer
printouts be made available for public
inspection at FDA, said that the
computer printouts referred to in this
section include information on new
drugs and abbreviated new drug
applications, approval status, and other
information on IND's and NDA's. In
none of these, the comment said, does
FDA make any additional
administrative determinations. The
comment argued that the List, however,
which is proposed to be part of this
same section, would include evaluations
of therapeutic equivalence. The
comment said that because these are not
part of the IND or NDA approval
process, they do not belong in this
section of the regulations. The comment
concluded that FDA does not distinguish
between its authority to disclose, on the
one hand, information readily available
in agency records and, on the other
hand, new information based on
complex medical and scientific
determinations of therapeutic
equivalence.

FDA advises, as stated in the proposal
(at p. 2937), that it is amending § 20.117
in conjunction with the List only to give
the public a point of reference reflecting
the availability of the List. Because the
List is informational and advisory in
nature, the agency believes that it is
best identified in the regulations
describing FDA records and information
that are available to the public. Contrary
to what is said in the comment, FDA
believes that the List is relevant to
information on NDA's and ANDA's. The
List includes prescription drug products
which FDA has had the authority and
opportuntiy to evaluate and approve for
safety and effectiveness. It also includes
therapeutic equivalency determinations
of these approved drug products based
on the general criteria explained above.

17. One comment said that States will
interpret the List as a Federal directive
and not merely as FDA assistance to the
States. The comment said that such a
directive would be beyond FDA's legal
authority.

The agency disagrees that States will
interpret the List as a Federal directive.
The legal status of the List was clearly
explained in the Federal Register
proposal (at p. 2939). Further, the
proposal explained that one reason FDA
is publishing the List is in response to
requests from several States for
assistance in developing their drug
product selection legislation,
Pharmacies, hospitals, States, and
private and public institutions and

organizations continue to ask FDA to
share its broad knowledge of the safety
and effectiveness and quality of drug
products, so that they can continue to
carry out their duties to protect and
promote the public health, both in
providing health care services safely
and with efficiency and cost-
effectiveness, and in advising
physicians and pharmacists on drug
product selection.
I1. Therapeutic Equivalence

18. Several comments questioned
FDA's presumption that
pharmaceutically equivalent drug
products are also bioequivalent unless
there is scientific evidence to the
contrary. Some of the comments said
that the agency's presumption is not
supported by scientific data and does
not represent sound scientific reasoning.
The comments contended that
pharmaceutical equivalence and
therapeutic equivalence should be
determined on a case-by-case basis.
Other comments cited examples of
products to show the dangers in
presuming that pharmaceutically
equivalent drug products are also
bioequivalent in the absence of evidence
to the contrary, and said FDA's
approach is premature because
additional problems may not emerge
until there is more experience with
product interchange and more
multisource products.

FDA disagrees with the criticism
directed at its conclusion that
pharmaceutically equivalent drug
products are also bioequivalent unless
there is scientific evidence to the
contrary. FDA is of the opinion that oinly
where scientific evidence demonstrates
a known or potential problem of
bioinequivalence should a manufacturer
be required to establish that its product
Is bioequivalent to a reference product,
which generally is the pharmaceutically
equivalent product marketed by the
holder of the original new drug
application. In such a situation.
individual products are presumed not to
be bioequivalent until proven otherwise
by adequate scientific studies.

Since the early identification of
bioinequivalence problems, FDA has
sought to ensure the bioequivalence of
pharmaceutically equivalent drug
products. The agency has undertaken
two parallel activities: (1) The
development of requirements for
bioavailability testing and for
demonstrating bioequivalence (now
codified in 21 CFR Part 320), and (2) in
anticipation of such requirements, a
review of the evidence of bioavailability
and bioequivalence in ANDA's for those
pharmaceutically equivalent drug
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prbducts for which evidence of a
bioinequivalence problem exists. This
second activity has functioned well for
the last 8 years and has provided
considerable bioequivalence data and.
information from ANDA submissions.
For these products there is a reliable
basis for determining the bioequivalence
of specific'pharmaceutically equivalent
drug products. In- addition, much,
information has been obtained from
FDA-supported research and from the
scientific literature.

Because many of the issues raised' by
the comments were debated during the
development of the above programs,
FDA does not believe it is necessary to
respond in detail at this time. The
proposal (at pp. 2940-2943) discusses
such earlier debates. FDA iemains
convinced that only where scientific
evidence demonstrates a known or
potential problem of bioinequivalence'
should a manufacturer be required to
establish that its product is
bioequivalent to a reference product.
FDA believes that among the drugs that
are currently marketed by more than "
one supplier, those drugs having known
or potential bioinequivalence problems
have now mostly been identified. For
the remainder, bioequivalence can be
presumed on the basis of
pharmaceutical equivalence. As the
Drug Bioequivalence Study Panel of the
Office of Technology Assessment (OTA)
concluded in 1974: "It is neither.feasible
nor desirable that studies of
bioavaila'bility be conducted for all
drugs or drug products. Certain classes
of drugs for which evidence of
bloequivalence is critical shoqld be
identified. Selection of these classes
should be based on clinical importance,
ratio of therapeutic importance to toxic
concentration in blood, and certain
pharmaceutical characteristics." FDA
believes it is neither in the interest of
the public health nor a productive use of
the nation's scarce research resources to
require costly duplication of tests. A

*regulatory system that requires such
duplicative testing is wasteful,
anticompetitive, scientifically unsound.
and ethically dubious.

19. One comment questioned FDA's
presumption that compliance with
dissolution standards ensures
bioequivalence and, therefore;
therapeutic equivalence. The comment
said that in thb current state of the art,
the true test of effectiveness or
equivalence of a drug product is the
controlled clinical trials or, at a
minimum, measurement of blood levels
in man compared with those of an
accepted reference product. Yet, the
comment said, many products that were

presumed to be equivalent to pioneer
products in FDA's List have been
subjected to neither test.

The agency believes that cdmplianc'e.
with dissolutionstandards does help to
ensure bioequivalence and therapeutic
equivalence. The results of 'in vitro
dissolution testing, are a useful and
reliable indication of uniformity in
manufacturing a product, and the iate of
dissolution does influence the
bioavailability of the drug. The agency.
disagrees, however, that in vivo tests,
clinical trials, of blood level
determinations are required for every
drugproduct to show effectiveness or
equivalence. As explained in the
response to comment 18 above, a
manufacturer should be required to
establish that its product is
bioequivalent to a reference product
only where scientific evidence
demonstrates a known or potential
problem of bioinequivalence, and,
hmong the drugs that are currently
marketed by more than one-supplier,
most drugs having bioinequivalence'
problems-have now been identified.

'Thus, there is little or no scientific
justification for involving human
subjects and huge clinical resources to
test a large number of drugs for which
there is no evidence of bioavailability
problems, or to reprove the safety and
efficacy of an active ingredient which is
already firmly established as safe and

• effdctive. In addition, unnecessary
human testing cannotbe ethically

" justified. It should be noted that in vivo
tests are imposed for drugs having
documented or potential bioequivalence
problems.

20. One comment said the'net number
of drugs included in the List that are
realistically eligible for source selection
by the pharmacist at retail is only 134, or
about 14 percent of the entire List. The
comment noted that over half of these

- items are designated as "AB", meaning
that FDA at some point thought they
presented questions of bioequivalence
and sought additional data from the
manufacturers. These figures are
significant, the cohment argued,
because FDA has said that relatively
few drugs have inequivalence problems.
In fact, the comment argued, the
agency's own list of potential problem
drugs constitutes more than half of the
multisource market represented in the
List. The comment also said thatsince
so many multiple-source drugs are
designated as "AB", FDA should make
available the information that prdmpted
a conclusion that these drugs are
equivalent. I ... ...

The agency advises'that the purpose
of the Approved Prescription Drug

Products List is to provide a list of
prescription drugproducts that FDA has
had the authority and opportunity to
evaluate for safety and effectiveness. In
addition, the List contains evbluations of
therapeutic equivalence for these
approved drug products. In developing
the List, FDA evaluated for therapeutic
equivalence only multisource drug
products, i.e., those pharmaceutical
equivalents available from more than
one manufacturer, since those are the
.only products that are eligible for source
selection by health-care professionals.

- As s tatedin the response to the first two
comments in this part of the preamble,
FDA believes that among multisource
drugs, most drugs having known or
potential bioinequivalence problems
have now been identified. For the
remainder, bioequivalence can be
presumed on the basis of
pharmaceutical equivalence. In
publishing the List, FDA is not claiming
-that all drug products are
therapeutically equivalent or that all," '

products are bioequivalent. As indaltad
by the comment, many drug products in'
the List are coded as therapeutically
inequivalent, and many of these are so
designated because of bloinequivalence
problems. FDA's contention Is that It has
studied and is continuing to study
bioavailability/bioequivalency among
the nation's drugs and, based on
information available to the agency, it is
now able to evaluate the therapeutic
equivalency of all multiple-source drug
products that the agency has approved
through. the new drug approval process
or the antibiotic certification process. In
addition, FDA will revise these
evaluations whenever warranted by
new information, including
bioavailability/bioequivalency data.

Regarding the comment that FDA
should make available the information
upon which it based its conclusion that
"AB" drugs are therapeutically
equivalent, the agency believes that the
List, the preamble to the proposal, and

-this preamble to the final rule provide
.sufficient explanation and background

for FDA's determinations of therapeutic
equivalence. The agency does not
believe it is either necessary or practical
to include in the List the complete data
that were reviewed by FDA scientists to
determine the therapeutic equivalency
of drug products on the List.

21. One comment said that because
the List names 54 more drugs as having
bioequivalence concerns than were
named in the 1976 list of drug products
with bioavailability problems, p6pulary
known as the "Blue Book,"' !
inequivalence should be assumed in the
absence of proof to the contrary. The
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comment also noted that 11 products
previously listed as "approved" in that
publication are excluded from the List.

The agency disagrees that this
increase in the number of drug products
listed as having bioequivalence
concerns is due entirely to previously
unanticipated bioequivalence problems.
The publication referred to (HEW
Publication No. FDA/76-3009; see the
Federal Register of February 5. 1976 (41
FR 5339)) included a list of drug
products with known or suspected
problems of bioinequivalence which
were subject to approved new drug
applications. That list excluded post-
1962 drug products. DESI drugs requiring
a full NDA as a basis of approval,
controlled-release and enteric-coated
products, and antibiotic products. Of the
54 drugs mentioned by the comment as
being included in the 1979 List but not in
the 1976 list, 24 were antibiotics which
were excluded because oral antibiotics
had undergone in vivo testing for
approval and certification; 12 were post-
1962 drugs; one (phenytoin) was
reported missing from the 1976 list but
actually was included; one
(chlorotrianisene) was incorrectly coded
as "HP" in 1979 List and should have
been coded as "AA'; two were DESI
drugs requiring a full NDA and thereby
excluded from the 1976 list; and six were
foud inequivalent due to reasons other
than bioequivalence. This leaves the
following eigt bioavailability-problem
drugs which were included in the 1979
list but were inadvertently overlooked
in eorlg the 1976 list: Colchicine-
probenedd (1P). medroxyprogesterone
acetate (BP}, prednisolone aoetate (BP),
tegiestaone (HP). flaoxymesterone (UP),
mikiptyline (AB) and (BP),

sulfamethoxazole (AB) and (BP).
sulfamethizole (AB).

Regarding the comment which noted
that 11 drugs were included in the 1976
list as approved but are excluded in the
1979 List, the agency advises that the
marketing of most of these products has
been discontinued by their
manufacturers. Two of these 11 drugs,
digitoxin and digoxin, are not included
in the 1979 List and are specifically
mentioned in the 1976 list as not
requiring an NDA because of their "old
drug" status. In summary, the 11
multiple-source compounds which are
identified in the 1976 list as being
approved, but which are not included in
the 1979 List are: Aminosalicylic acid
tablets, bendoflumethiazide tablets, and
paramethasone acetate tablets-
included in the 1979 list as single source
drugs; potassium aminosalicylate
powder and tablets-the powder is
coded "AA" in the List, and the tablets

are now single source: digoxin tablets
and digitoxin tablets--the injectable
form is on the list, and the tablet form is
not the subject of an approved
application and Is therefore excluded
from the 1979 List; benzoylpas cal:ium
powder, calcium aminosalicylate
granules and tablets, dienestrol tablets,
sulfamethoxypridazine tablets, and
sulfamethoxypridazine acetyl oral
suspension--all have been discontinued
by their manufacturer.

22. Another comment said the
definition of "pharmaceutical
equivalents" should require that the
products contain the same inactive
ingredients or that they be prfiduced by
the same manufacturing metbodology or
technique. The comment explained that
manufacturing involves the process and
the technique of production as well as
the selection of so-called inactive
ingredients to achieve the
predetermined objective of the dosage
form. Relatively minor alterations of any
of these elements can influence the
therapeutic effect of the product. One of
the examples of this given by the
comment is that magnesium stearate is
on the generally recognized as safe'
(GRAS] list as a safe ingredient;
however, when inappropriately used in
a product formulation it can totally
prevent absorption of a drug entity and
ultimately )sad to tkerapeutic failure.
The analysis Ir safety is not sufficient
to assume therapeetic equivalence. The
comment also nosed that FDA
acknowledged is the definition of
bioavaigabdity that variations in
inactive iradestis or manufacturing
methodology or teahmique can result in
variatis in produat performance.

Although FDA ares with many
points in this conment, the agency's
experienoe with reviewing inactive
ingredients does not support the
statement that it is necessary and
appropriate for "pharmaceutical
equivalents" to contain the same
inactive ingredients or to be produced
under the same manufacturing method
or technique. Inactive ingredients and
manufacturing methodology are
extremely important. Through the new
drug approval process, FDA has the
opportunity to review the proposed
formulation and manufacturing
procedures, The fact that they are not
identical from manufacturer to
manufacturer Is one of the fundamental
reasons why FDA has limited the List of
drugs to "approved" drug products. The
agency reviews inactive ingredients
through a variety of mechanisms
including the evaluation of individual
inactive ingredients to ensure safety and
the review of formulation information in

new drug applications to ensure that
appropriate ingredients are used. In
addition, the agency imposes
bloequivalence study requirements on
drugs where there is reason to believe
different formulations (of inactive
ingredients) would pose bloequivalence
problems.

23. One commenter said that during
his service on the USP Committee of
RLvision the most serious problems
encountered were those of FDA's
concern with violations by substitution
of potent medicaments with lower-cost.
life-endangering substances that were
both chemically and pharmaceutically
equivalent, and in a sense even
bioequivalent. Two examples of this
substitution were: (1) The substitution of
Cyanocobalamin (vitamin B12) with an"equivalent" amount of cobalamin
concentrate in high-potency injections
which, because of protein and other
impurities in the concentrate, produced
shock in the patient and then death: (2)
the substitution of reserpine with an"equivalent" amount of Rauwolfia
extract, which produced side effects
more serious than those of the potent
but useful reserpine.

The agency believes that the comment
has confused two terms that were
defined in the proposal. The examples
cited by the comment do not fit the
definiton of "pharmaceurlel
equivalents." Cyanocobalamin and
cobalamin concentrate as well as
reserpine and Rauwolfia extract are not
drug products that contain identical
amounts of the identical active drug
ingredient. i.e., the same salt or ester of
the same therapeutic moiety in identical
dosage forms. Rather, tiey me
"pharmaceutical altematives," i.e., drug
products that contain the identical
therapeutic moiety, or its precusor but
not necessarily in the same amount or
dosage form or as the same salt or ester.
FDA does not evaluate the therapeutic
equivalence of pharmaceutical
alternatives.

24. One comment questioned FDAs
position that therapeutically equivalent
drug products may vary in certain
respects such as color, taste, shape, or
packaging without affecting their
equivalence. The comment argued that
each of these characteristics, if changed
in an NDA-approved product. would
require a supplement to the NDA
supported by bioequivalence and
stability data. The commeft noted that
stability is crucial to the integrity of the
drug entity and to the release
characteristics of the drug from the drug
product. In addition, changes In
disintegration and/or dissolution rate
can adversely effect the bioavailabiity
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of the product. The comment said it is
essential to define the ways in which
drug products vary because these
variations may directly affect
compliance with therapeutic regimens.

The agency notes that the proposal
explained that drug products that are
therapeutically equivalent may still vary
in characteristics such as color, shape,
taste, or packaging. Because of this,
patients may not perceive such drug
products as identical or equally
acceptable and; thus, it cannot be said
that they are substitutable or
interchangeable in all cases. FDA
believes that in such cases the
practitioner, in prescribing and
dispensing drugproducts, should
consider the unique characteristics,
needs, or problems of the patients.
However, so long as there exists this
professional regard for the individual
patient, FDA believes that if one
therapeutically equivalent drug product
is substituted for another, there is no
substantial reason to believe that the
patient will receive a drug product that
is different in terms of the therapeutic
effect intenderd.

FDA agrees with the comment that
improper packaging may affect drug
stability and, thus, the bioequivlenceof
drug products. This is taken into account
in the NDA and ANDA approval
process. In addition, supplemental
requirements for these changes and
whether bioavailability data or stability
data are required in the supplement are
covered in § § 314.8 and 320.21 of the
regulations.

25. One comment disagreed with
FDA's statement that internal
manufacturing standards used to.
provide greater patient conveniepce or
patient acceptance of a drug product do
not relate to the safety and effectiveness
of the drug product but are considered
pharmaceutical elegance. The comment
argued that patient compliance is often
related to patient convenience and the
acceptance of a drug product and-that
patient compliance is directly related to
the actual safety and effectiveness
experienced with any drug therapy. The
comment said that FDA has not
sufficiently recognized the importance, of
patient compliance.in the actual
effectiveness of ingestible products,
especially in light of FDA's recent
reversal of its position that.fasting
versus with-meals labeling differences
between E-mycin and the generic
erythromycin does not defer the
establishment of therapeutic
equivalence evaluations fbr maximum
allowable cost (MAC) purposes.
Another comment disagreed with FDA's
statement that manufacturers who adopt

specifications beyond those needed to
reasonably ensure-drug product quality
do so for the purpose of elevating
product "elegance" and that such
additional standards do not necessarily
produce a "better" product. The
comment cited FDA's argument in the
Lannett case, i.e., "Everyone is aware
that a dozen different chefs can use the
same ingredients, the same recipe, and
employ the same enthusiasm, but.
produce a dozen different versions of
what should be the same meal. No less
is true of drugs, particularly drugs which
present bioavailability
problems * * * Variations in
manufacturing processes, equipment,
7storage, and inactive ingredients may
and do give rise to dissimilarities among
products * * *." The comment
contended that FDA's argument in
Lannett is compelling and should not be
ignored at this time.

The agency agrees that patient
compliance is often related to patient
convenience and the patient's overall
acceptance of a drug product. In
addition, the degree to which a patient
complies with the prescribed drug
therap§. will obviously be a factor in
how effective that drug product will, be.
The agency also believes, however, that
bioequivalent drug-products which have
standards beyond those required to
establish their safety and effectiveness
and bioavailability may have
distinguishable differences in
appearance, taste,, and so on. As
discussed in the proposal (at p. 2940),
these differences may result in one
product being preferred-over another,
but it would not be a "better" product in
the sense that it is more effective or
safe.

The agency believes that the comment
is incorrect in contending that a MAC
was not established for erythromycin-
base tablets because of a recognizable
difference in labeling, and that this
could affect patient compliance and
product performance. An MAC was
initially recommended by FDA because
all manufacturers of these dpsage forms
demonstrated the bioavailability/
bioequivalency of their product through
appropriate in-vivo studies. The agency
reversed its position after a review of
data submitted by the Upjohn Co. which
showed that its enteric-coated
erythromycin-base product provided
significantly higher blood levels when.
administered in the presence of food
than under fasfing conditions. Perhaps
the comment was referring to
erythromycin stearate tablets. As the
agency noted in the preface to the List,
some firms were able to show that their
product performed satisfactorily when

administered shortly before meals and
therefore was labeled to reflect that
information. However, erythromycin
stearate is much more adversely
affected by food than is erythromycin.
base enteric-coated drug products and,
when administered shortly after food
intake, is marginally acceptable. On this
basis, FDA stated in the preface to the
List that optimal product performance Is
achieved when erythromycin stearato Is
given under fasting conditions, and
recommended that all products bb so
administered. Under these conditond,
all products have been demonstrated to
be bioequivalent.

FDA also disagrees with the
comment's reference to the Lannett
argument. In Lannett, the agency was
concerned with firms producing a
product without an approved new drug
application. The comment apparently
interpreted the quoted portion of the
Lannett argument to mean that the
agency does not believe that
manufacturers under any circumstances
can produce an equivalent drug prodtict
even when using the same ingredients.
That interpretation is incorrect. The new
drug application system is designed to
ensure safe and effective drugs as well
as comparable drug product
performance, regardless of differences
in inactive ingredients. Standards
beyond those needed for safety,
effectiveness, and bioavailability go to
that product's pharmaceutical elegance
and quality.

28. One comment said that FDA's
position on the value of compendial
standards in ensuring multisource
product equivalence is inconsistent with
that argued in the Lannett case. In
Lannett, FDA stated that "only specially
designed tests on each manufacturer's
product rather than standards set forth
in recognized compendia" can
determine whether a me-too drug
product is bioequivalent to the pioneer
drug. However, in support of the 1979 
List, FDA stated: "For these reasons, It
is appropriate to conclude that current
compendial and antibiotic standards
and similar standards in new drug
applications provide a reasonable basis
for evaluating whether two or more drug
products are pharmaceutically
equivalent and thus may be
therapeutically equivalent."

The agency has not been inconsistent
with regard to the importance of
compendial standards. The position of
the manufacturer in the Lannett case
was that its products met compendial
standards and that nothing more was
needed to ensure product quality and
performance. The agency's position is
that compendial requirements alone will
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not ensure acceptable bioequivalence
performance and that application
standards are therefore essential to
ensure bioequivalence. Where
bioequivalence is not an issue,
compendial requirements are important
in ensuring product quality.

27. One comment disagreed with
FDA's statement that the compendia
have made significant improvements
since the 1974 OTA report (e.g., the
adoption of dissolution standards). The
comment stated that pharmaceutical
scientists have shown that much
remains to be done with equipment and
procedures before reproducible
dissolution standards can be
established.

The agency believes that significant
improvements have been made in the
compendia since the 1974 OTA report.
One of the more notable
accomplishments is that 25 dissolution
standards were added to the U.S.
Pharmacopeia (USPJ (from 7 in 1970 to
32 in 1975], and 4 were added to the
National Formulary (NF) (from 5 in 1970
to 9 in 1975). A somewhat wider
application of dissolution requirements
was made in the 1980 edition of the
USP/NF. The agency recognizes that the
reproducibility of dissolution testing has
posed difficulties with some drugs.
However, extensive assistance for
dissolution testing and training
programs for the paddle method
provided by the agency's National
Center for Drug Analysis have done
much to improve this situation. The
agency believes that the USP has been
moving forward by developing improved
equipment specifications and calibrators
that are more precise and better defined
than those previously used.

28. Another comment disagreed with
the statement in the proposal that
individual manufacturers who use
standards exceeding those of the
compendia refuse to make such
standards public. The comment
contended that improvement in test
procedures developed by innovative
companies are often used by innovators
before their general use simply because
of the substantial "compendial lag" that
exists from the time a new test is
submitted until it becomes official in the
compendia.

Consistent with the statement in the
proposal, FDA is aware of examples
where manufacturers have failed to
provide to the USP all of the
specifications they use for producing a
drug substance or product. However, the
agency recognizes that improved test
procedures may be used by innovators
before their general use or before their
adoption by the compendia. The
necessary validation and review

procedures that must be accomplished
before new test procedures can be
adopted officially and required of all
manufacturers of a drug product require
considerable time.

29. One comment stated that the
proposed therapeutic equivalence
evaluations incorrectly assume that
certain drug products approved on the
basis of less-than-full NDKs will
perform in the same fashion as their
fully approved counterparts.

The agency believes that the approval
of drug products through the ANDA
process is a valid basis for therapeutic
equivalence determinations. The agency
disagrees with the argument that the
ANDA approval process is less
demanding than the NDA approval
process, and that product quality is less
reliable among drug products covered
by an approved ANDA. As explained in
the proposal, an ANDA is authorized
instead of a full NDA only after a
decision has been made through the
DESI review process that further clinical
studies demonstrating the safety and
effectiveness of the product are
unnecessary. FDA requires that the
person submitting an ANDA for a
product demonstrate that the product is
bioequivalent to the innovator's product.
or in certain cases to a reference
standard, unless the person submitting
the ANDA can demonstrate that the
bioavailability of its product is self-
evident, or the agency decides that
bioavailability is unimportant to the
achievement of the product's intended
uses. Because the safety and
effectiveness of an ANDA's drug was
previously demonstrated, and because
of the bioequivalence requirement, it is
clear that products approved through the
ANDA process will perform. in the same
fashion as their counterparts approved
through the full NDA process. Although
some products were approved through
the ANDA process before the
bioequivalence requirements were
implemented, FDA believes that it
would be unnecessary and wasteful to
now require proof of bioequivalence of
all these products when there has been
no documented evidence of or potential
for bioinequivalence. For those products
that do present known or potential
bioequivalence problems, FDA can
require bioavailability data at any time.
FDA will not evaluate as therapeutically
equivalent any products with a known
or potential bioequivalence problem.

30. One comment stated that opinions
vary on the inferences to be drawn from
the existence of an approved ANDA
based on the requirements for approval.
and suggested that additional
information is needed to help evaluate

the strength of the inferences FDA
draws from mere ANDA approval.
Because the ANDA procedure makes
little or no contribution to assurances
about equivalence, the comment stated.
the agency has an obligation to more
precisely inform the public about what
products on its List actually have
bioavailability data on record. The
comment said that FDA should supply a
list of products showing (a).those for
which a bioequivalence requirement
was imposed by FDA, (b) those ANDA's
which included in vivo bioavailability
data, and (c] those for which FDA
imposed a bioavailability requirement
that was subsequently deferred. In
addition. FDA should make public (1)
the statistics relating to chemical
inequivalence uncovered by the
agency's program which tests categories
of drugs on the basis of therapeutic
importance, volume of usage, past
quality problems, and other parameters,
(2) the frequency and percentage of
bioequivalence problems uncovered
through FDA-funded clinical studies,
and (3) any data the agency has to
support its position that there are very
few bioinequivalence problems among
marketed multi-source products.

The agency believes, as explained in
the respose to comment 29 above, that
the ANDA procedure does contribute to
assurances of therapeutic equivalence.
In addition, the List provides the
information called for by this comment.
In regard to item (a] above, the List
identifies all active ingredients and
dosage forms that the agency believw
pose actual or potential bioequivalence
problems and identifies which firms
have completed bioequivalence studies
for these drug products. In regard to item
(b) above, the List provides information
as to which new drug applications have
been accompanied by in vivo
bioequivalence studies for those drug
products. In regard to item (c) above, the
List identifies those situations where the
agency believes that a firm should
demonstrate the bioequivalence of its
products but has not yet done so. The
information that the comment suggests
that FDA make public, i.e., items (1), (2)
and (3) above, are available from
various sources. The data relating to
chemical inequivalence referred to
under item (1] of the comment is already
available to the public under the
Freedom of Information Act. The
frequency and percentage of
bieequivalence problems uncovered
through FDA-funded studies has been
publicized through publications in

*newsletters and scientific journals by
the investigators who performed these
studies. The data on which the agency
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based its conclusions regarding the
extent of bioinequivalence problems
among marketed multisource products
are referred to at length in the proposal
(at pp. 2941-2943).

31. In the proposal, FDA explained
that it assures the quality of marketed
generic drug products through its
authority to require premarketing
approval of an ANDA that contains
information about the manufacturing
processes, ingredients, and labeling to
be used by each firm marketing the drug.
However, one comment contended that
the Lannett decision has shown this
assumption to be erroneous because
FDA conceded that each of the drugs
involved in that case was generally
recognized as safe and effective as a
generic entity, but the agency
maintained that the individual product
formulations were new drugs for which
prior approval was required. The
comment noted.that the court rejected
FDA's argument, and held that Lannett's
products were not new drugs within the
meaning of the act. The comment said
that the agency could not compel
Lannett to submit manufacturing and
quality data for FDA's review and
approval before it commenced
marketing. The comment concluded that,
under the.Lannett holding, FDA can no
longer effectively require that persons
wishing to introduce generic products
into the market first obtain approval of
their manufacturing and quality control
capabilities throlugh theANDA process.

The agency disagrees that, under the
Lannett holding, it can no longer
effectively require that persons wishing
to introduce generic products into the "
market first obtain approval through the
ANDA process. FDA continues to
maintain that the language in Lannett
regarding this issue was "dicta," and
that the Court of Appeals for the Third
Circuit held only that the district court
incorrectly concluded that Lannett had
not waived its right to an administrative
hearing on the proper classification-of
its drugs. The Solicitor General decided
not to seek certiorari to the U.S.
Supreme Court in Lannett because such
a-petition could seek review only of the
actual decision of the court of appeals,
with which FDA does not disagree,
rather than a review of the "dicta" in the
court's opinion, with which FDA does
disagree.

Subsequent to the Lannett decision, a
different appellate court strongly.
supported FDA's position that generic
copies of previously approved drugs are
subject to premarketing approval. Premo
Pharmaceutical Laboratories, Inc. v.
United States, Nos. 79-6226, 79-6185 (2d
Cir. July 29, 1980). FDA is continuing to

require preinarketing approval for
generic drug products and believes that,
if needed, the Supreme Court will
review-this issue. It should also be noted
that only those drug products for which
FDA has had the authority and
opportunity to evaluate for safety,
effectiveness, and quality are included
in the List. Thus, in light of Lannett, the
List is especially-important because it
enables physicians and pharmacists to
identify FDA-approved drug products
for selection.

32. Two comments said that one of the
most important criteria established by
FDA in judging whether or-not two
products can be considered equivalent
in the manufacturer's record of
compliance with FDA's Current Good
Manufacturing Practice [CGMP)
regulations. The comments said,
however, that without accurate
manufacturer compliance Information,
the List does not assure prospective
users that the sources of supply listed
are in fact performing competently. The

-comments pointed out that the
appearance of a product on the List
under the code "AA" or "AP" implies
that the manufacturer is in compliance
with CGMP regulations. But the
comments said that an examination of
the public record on the performance of
suppliers whose names and products are
listed in the New York generic drug
product list does not support any
general endorsement of the quality of

"listed firms. In some cases, the
comments noted, the record shows

.major compliance failures that are
recent and unresolved, despite the
inclusion of both the company and the
products inspected in the FDA List. The
comments cited the following examples
as taken from actual FDA inspection
reports of Quality Assurance Profiles:
:Inspections at two of a firm's
establishments revealed serious
violations of CGMP requirements from
August to September, 1978. On January
5, 1979, FDA issued its List including 10
of the firm's drugs. Four of those 10 had'
specifically been idefitified as not
conforming to CGMP regulations. The
comments said that on January 30, 1979,
FDA issued to the firm a regulatory
letter alleging that the August to
September inspection findings were
serious violations which, if not
corrected, warranted further regulatory
sanctions. The comments concluded that,the FDA record demonstrated that the
manufacturer was not in compliance
with CGMP regulations when its
products were placed on the List. The
comments also said that there is at least
one firm mentioned in the FDA List
whose-products were recently excluded

by the New Jersey Drug Utilization.
Rev;iew Council from the State's generic
drug product list. The firm's poor record
of compliance with CGMP regulations
was cited as the reason for the
exclusion.

The agency agrees that compliance
with CGMP regulations is necessary to
assure batch-to-batch consistency In
drug product quality and believes It has
been successfully enforcing the CGMP
regulations. Also, the agency
substantively improved the CGMP
regulations as published in the Federal
Register of September 29,1978.
However, as Jpdicated in the preface to
the List, from time to time approved
products-whether brand name or
generic-may violate one or more
requirements of the act. In such cases,
the agency will initiate appropriate
enforcement action to remove the
violative product from the market, If the
problem leading to the violation
continues, FDA will undertake
additional steps to eliminate the risk.
Such regulatory action, however, is
independent of the inclusion of products
in the List. The sole criterion for
inclusion of a marketed product in the
List is its being the subject of an
approved application. Marketed
products will not be removed from the
List until completion of FDA
proceedings to withdraw approval of ie
product under section 505 or 507 of the
act, as applicable. FDA believes that
retention of a violative product on the
List will not have any adverse health
consequences because other legal
procedures are available to the agency
to prevent actual marketing of violative
products.

It should also be noted that when
there is a change in the information
contained in FDA files concerning a
multiple-source drug product that is on
the List, there exists the potential that
the drug product will no longer meet the
criteria for therapeutic equivalence as
initially evaluated. In this instance, FDA
will reevaluate the drug's therapeutic
equivalency by applying the current
information to the criteria for.
therapeutic equivalence. If the
reevaluation reveals that the listed
therapeutic equivalence evaluation Is no
longer accurate, the evaluation will be
revised accordingly.

33. FDA stated in the proposal that the
-latest revision of CGMP regulations

,ould assure a high degree of batch-to-
batch consistency of drug product
quality. A comment contended that the
extent to which CGMP regulations
contribute to product uniformity among
multiple sources is directly proportional
to the uniformity of enforcement by
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FDA's inspecton programs. The
comment claimed that inspection
standards and frequency of inspection
vary among different categories of
manufacturers, and FDA inspectors vary
considerably in their abilities to
evaluate manufacturing and quality
control standards. The comment also
said that significant differences appear
to exist in the enforcement practice of
FDA's district offices. Another comment
stated that CGMP regulations provide
"minimum standards" and that a
requirement of meeting minimum
standards does not ensure the
equivalence of multisource
manufactured products.

FDA is aware of the need to achieve
uniform enforcement not only of the
CGMP regulations but in all of its
compliance activities. The agency
strives to meet this goal through a
number of programs. For example, FDA
has comprehensive training programs
administered both nationally and
regionally, such as its basic and
advanced drug schools. These programs
are designed to enhance the expertise of
field inspectional staff and to promote a
uniform approach to CGMP inspections.
Uniformity is also promoted through the
use, by headquarters and field
personnel, of inspectional, compliance,
and administrative programs in such
staff manuals as the Investigator
Operations Manual, the FDA
Compliance Programs Manual, and the
Compliance Policy Guide Manual
Uniform interpretation/application of
the CGMP regulations is also promoted
through headquarters-field
communications, including periodic
Xneetings dthe staffs of the field
districts and the Bureau of Drugs. In
addition, the agency has a centralized
review and approval process for all its
regulatory actions.

The agency acknowledges that perfect
uniformity of enforcement, as

-apparently envisioned by the
commenter, is complicated by two
unavoidable factors. First, no two cases
of noncompliance with CGMP's are
exactly alike. The type of response FDA
may consider could therefore vary
somewhat from case to case, and is
based on such considerations as the
severity and number of violations, the
potential impact on drug product
quality, safety, and effectiveness, the
potential for a health hazard, and the
effectiveness and promptness of any
corrective measures. These
considerations necessitate a certain
amount of individual judgment, which is
the second factor. Within the framework
of established policies and procedures a
certain degree of individual judgment

must be exercised, from the
observations of the field investigators to
district managers to headquarters
officials. The agency is convinced,
however, that multiple levels of review
incorporated in its compliance
procedures are sufficient to counter any
negative impact this factor may have on
achieving the greatest possible degree of
uniform enforcement. These multiple
levels of review include the review of all
proposed significant regulatory actions
by the Bureau of Drugs, Office of the
Commissioner, and the General Counsel
before referral to the Department of
Justice.

Regarding the frequency of FDA
inspections, the agency acknowledges
that some drug firms may, in fact. be
inspected more often than others.
Although the Federal Food, Drug, and
Cosmetic Act requires at least biennial
inspections of drug manufacturers, more
frequent inspections may be made for a
variety of reasons. For example, a firm's
state of compliance may necessitate
more frequent inspections to ensure that
CGMP violations are corrected. The
agency wishes to clarify, however, that
not all FDA inspections involve
comprehensive CGMP evaluations. For
example, limited inspections may be
conducted to obtain specific product
stability data, to investigate consumer
complaints, to collect samples and.
review production records under
national surveillance programs, or to
inspect drug products offered under
contract to Federal agencies under the
Government-Wide Quality Assurance
Program. The agency believes that these
inspections do not hinder uniform
enforcement. In fact, uniform
enforcement could be hampered if all
firms were inspected with equal
regularity, regardless of the
circumstances.

Regarding the comment that the
CGMP regulations constitute only the
minimum current good manufacturing
practice, the agency believes that when
these standards are followed they
pro% ide a high degree of assurance of
drug product quality. The agency wishes
to emphasize, however, that compliance
with CGMP regulations is only one of
the factors which determines a finding
of therapeutic equivalence.
Pharmaceutical equivalence.
bioequivalence, and adequacy of
labeling are additional factors that are
considered in determining a therapeutic
equivalence evaluation.

34. One comment disagreed with
FDA's contention that under section 507
of the act the monitoring of drug product
manufacturing processes ensures batch-
to-batch uniformity of individual

product entities. The comment cited
FDA as saying that from January 1974
through October 1978, 20,000 batches
were submitted with the rejection rate
averaging less than one-half of I
percent. The comment said that FDA's
argument in this area is misleading, and
that antibiotic batch certification
requires only a series of in vitro tests
which, at best. ensure chemical purity,
potency, and unit-to-unit dosage form
chemical content. The comment said
there is documented evidence of
bioinequivalence of marketed products
that have passed all FDA batch
certification requirements (for example
tetracycline. oxytetracycline, and
digoxin). The fact that the rejection rate
of antibiotic batches has averaged less
than one-half of 1 percent for more than
4 years, the comment said, is hardly
compelling evidence upon which to
assess the relativity of batch
certification to therapeutic equivalence.
The comment said that the only
conclusion which may be drawnfrom
these data is that there is agreement
between a particular manufacturer's
assay and the assay of FDA's
certification laboratory.

The agency believes that the
antibiotic batch certification process
does help to ensure batch-to-batch
uniformity of antibiotic drug products.
Generally, antibiotic batch certification
requires a series of in vitro tests, and, at
times, biological tests, to ensure
chemical purity, potency, and unit-to-
unit dosage form chemical content.
When FDA becomes aware of a
bioinequivalence problem with an
antibiotic, it may require that the
product meet dissolution test standards.
The agency has already developed such
required certification standards for
tetracycline and oxytetracycline. When
a bioinequivalence problem is detected,
a dissolution standard is developed
using a product for which FDA has
clinical evidence of safety and
effectiveness and blood level
information. The dissolution test is then
added to the monograph as a
requirement for certification. It should
be noted that in addition to the
antibiotic batch certification process,
FDA uses other mechanisms to control
batch-to-batch consistency, namely.
current good manufacturing practice
regulations and FDA's monitoring of the
drug supply in the marketplace.

35. The criteria for pharmaceutical
equivalents include the requirement that
the products "meet compendial or other
applicable standards of identity,
strength, quality, and purity." Two
comments expressed the view that
although FDA monitors marketed drug

II il I Ir i
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products through its analytical
laboratories and its field surveillance, it
cannot assure the public that all
products meet the applicable stftndards.
The comments said recalls of drug
products represent failures of the quality-
assurance system, and that in many
cases those products have been used for
patient care before the deficiency comes
to the attention of the manufacturer or
FDA. The comment noted that the FDA
Quarterly Reports said that
approximately 70 percent of the
.domestic human drugs examined and
classified by FDA are found to be in
compliance. Since a significant portion
of the marketed drug products'does not
conply with regulatory requiremenjs,
the comment concluded, an assumption
of therapeutic equivalence is
unwarranted.

FDA is confident that drug products
found to be pharmaceutically equivalent
and bioequivalent will remain so and
thus may be evaluated as
therapeutically equivalent. In the
proposal (at pages 2939-2947) the
agency thoroughly explained its
scientific and regulatory foundations for
evaluating drug products as
therapeutically equivalent. In addition
to bioequivalence requirements, FDA
controls batch-to-batch consistency
through the new drug approval and
antibiotic certification processes, the
batch certification procedures, the
CGMP regulatioris, and FDA's
monitoring of the marketplace. This
monitoring program involves a
continuous effort to detect the
occasional problems that may be
associated with marketed prescription
drug products and includes factory
inspections, the Quality Assurance
Program for Selected Marketed Drugs,
the Drug Product Problem Reporting
Program, the Antibiotic Post-
Certification Sampling Program, the
District-Initiated Sampling Program, the
'Government-Wide Quality Assurance
Program, the Maximum Allowable Cost
(MAC) Program, the Biopharmaceutics
Research Program, manufacturers'
reports of problems involving their own
drug products, and manufacturers'
reports of problems involving
competitors' drug products. FDA_
believes that these diverse programs,
each with different scopie and purpose
but somewhat overlapping perspectives
on the prescription drug market, provide
assurance that manufacturers and drug
products deviating from established
requirements will be detected with
reasonable promptness. In addition, as
explained in Part V below, the recent
FDA Analysis of Prescription Drug
Recall Rates showed that the recall rate

for the population of drug products most
likely to be the subject of drug product
substitution was very low. This
demonstrates that consumers,
physicians, and pharmacists are very
unlikely to ehcounter a multisource
therapeutically equialent drug product
,that will be the subject ofa "recall.
Finally, as explained in the response to
comment 32 aboveregulatory action
against violative drug products is
independent of the inclusion of products
in the List. Marketed products will not
be removed from the List until'completion of FDA proceedings to
withdraw approval of the product under'
section 505 or 507, as applicable.
However, FDA will revise its listed
therapeutic bquivalence evaluation if
warranted by a change in the
information in FDA files concerning a
particular drug product.

36. One comment argued that in
promoting drug product substitution,
FDA has failed to consider the economic
and public health aspects of "look-alike"
drugs. The comment said the
implications of "look-alikes" for patient
safety are a serious concern: FDA
recalls totaled nearly 2,000 over a'recent
6-year period, and, according to the
comment, the recall rate is many times
higher for nonresearch-based
manufacturers of generics than for
research-intensive companies, The
comment said that to the extent that
lower-cost generic products are
substituted for brand-name'drugs, it is.
likely that generic drugs will have an
ever-increasing share of the market, and
it is reasonable to expect that thq
necessity for recalls, because'of
potentially dangerous mistakes, will
increase proportionately. Furthermore,
the comment sai.d that with increased
substitution, confusion by the 'consumer
of mandfacturer identity associated with
"look-alike's" may be significant. For
example, the comment said that
consumers may think they have the
brand name drug product, may use the
brand name in referring to the look-
alike, or may even mix, the look-alike
with the brand name product in the
same bottle. Prompt manufacturer
identification, the comment said, is
essential to effective drug enforcement,
and such identification can easily be
delayed or even become impossible with
look-alike's.

The agency disagrees with this
comment. First o all, for the reasons set
forth in the responses to comments -10
,and II in Part II, FDA disagrees that the
purpose of the List is to promote drug
product substitution. In addition, the
comment's reference to 2,000 recalls
over a 6-year period mainly includes

products which either do nt require
NDA's, or which require approved
NDA's but which have been marketed
illegally. Only about I percent of the
2,000 recalls involved approved drug
products. It is thus invalid to assunle
that the approved drug product
marketplace is filled with deficient drug
products. The agency believes it is
especially important, because of the
many generic drugs available, whether
or not they duplicate the appearance of
brand name products, to publish a list of
approved prescription drug products
that meet FDA requirements and which
identifies those products that are
therapeutically equivalent, in order to
help minimize the chance that products
that are not therapeutically equivalent
or that are unapproved are used in
filling prescriptions. The agency
recognizes the need for consumers to be
informed when drug substitution occurs
in order to prevent them from receiving
another product without their'
knowledge. However, the agency has no
evidence to warrant changing its
position that the substitution of
approved therapeutically equivalent
"look-alike" products does not pose any
significant problem.

37. One comment said the fihdings
and recommendations of the 1974 OTA
Report are presented in a selective,
unbalanced, and self-serving manner by
FDA in the proposal and that In citing
quotations from Congressional hearings
on the OTA Report, FDA quotes only a
few select favorable statements.
Furthermore, the comment said that
Recommendation 11 of the OTC Report,
which called for an official list of
"interchangeable" drug products, was
contingent on "considerations of current
technology and of technology that we
believe could be developed within the
next few years." The comment stressed
that among the deficits listed in the 1974
OTA Report were those associated with
"current standards, particularly
compendial standards." These
standards, said the commenter, are still
deficient, dissolution testing standards
remain inadequate, there continues to be
a compendial lag in adoption of new
methodology, and manufacturer
inspections are sporadic. The comment
said that if FDA claims it has met the
OTA's prerequisites to the preparation
of a list proposed under
Recommendation 11, it should place its
case before an appropriate outside
group of pharmaceutical and medical
scientists for evaluations. ' ,

The agency disagrees 'that'any
attempt was made to belectively quote,
to FDA's benefit, the recommendations
of the 1974 OTA Report. Its
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resommendations have been a matter of
public record since July, 1974.
Recommendation 11, referred to by the
comment, proposed the establishment of
an official list of drug products
evaluated for therapeutic equivalence.
The completion of other FDA actions, as
explained in the proposal, now makes it
feasible for FDA to implement this
recommendation. Regarding the
comment that compendial standards
and dissolution testing standards are
deficient, the agency's response to
comment 27 above refutes that
assertion. In addition, the response to
comment 28 above addresses the charge
regarding a compendial lag.

38. A comment pointed out that FDA
makes definitive evaluations about
therapeutic equivalency while at the
same time makeing several disclaimers
of responsibility for any consequences
of these evaluations. The following
examples were given. (1] FDA makes no
recommendation as to which products
persons should purchase, prescribe, or
dispense or which products whould be
avoided. (2) Because therapeutically
equivalent drug-products may vary as to
color, shape, taste, or packaging,
patients may not perceive them as
identical or equally acceptable, and for
this reason FDA should not state that
such drug products are substitutable or
interchangeable in all cases. (3) It is
sound and appropriate for FDA and the
public to rely on the requirements of
law, compendial standards, and the drug
approval process; however, FDA does
not require the public to rely on these
regulatory controls or to accept this
conclusion. (4] FDA's evaluations of
therapeutic equivalence are not binding
on any State, physician, pharmacist, or
patient.

The agency advises that it did not
make any of the statements cited by the
comment as disclaimers of
responsibility for consequences of
therapeutic equivalence evaluations.
The proposal pointed out in explaining
the legal status of the List that it does
not constitute an order or a rule, impose
a requirement or restriction upon any
person, interpret or apply the act in a
manner that creates any obligation on
any person, or make a recommendation
as to which products persons should
purchase, prescribe, or dispense, or
conversely, which products should be
avoided. Further, because FDA
obviously is not the prescriber or the
dispenser, it is not in a position to
determine whether different drug
products are substitutable or
interchangeable for use by a particular
patient; this judgment rests with the
practitioner or dispenser, who, in

prescribing and dispensing drug
products, can take into consideration
the unique characteristics, needs, or
problems of the patient. This
responsibility ia explained in the preface
to the List under the heading "E.
Precautions to Users of the List."

39. One comment suggested that FDA
should publish a list of all prescription
drug products marketed in the United
States under existing regulations and
summarize the specific regulatory
standards that have been applied to the
individual products and the degree to
which producers and their products
have complied with these standards.
The comment said that such a list
should include the following drug
products: (1) "Grandfathered" drugs, (2)
"old" drugs not subjected to DESI
review, (3) "old" drugs subjected to, and
passed by, DESI, (4) "old" drugs
subjected to DESI but put in possibly
effective, or ineffective status, (5) new
drugs covered by NDA's or Form-5's, (6)
new drugs covered by ANDA's or Form-
6's, (7) drugs in interstate commerce but
not currently in any of the categories,
and (8) drugs in intrastate commerce
and not subject to FDA authority. The
comment also said FDA should make no
representations concerning
"equivalency" or "interchangeability".

The agency agrees that the
availability of such a list would be
desirable, but it does not agree that
agency recommendations concerning
therapeutic equivalence on drug
products which are the subject of
approved applications for safety and
effectiveness should be withheld unless
such a comprehensive list is available.
Such a list would be extremely difficult
to develop and keep current. Through
publication of the List, FDA will make
known those drug products it has
reviewed and approved. The List
represents the vast majority of
prescription drugs used in this country.

IV. Specific Criteria Used in Preparation
of List

40. Several comments objected to the
exclusion of pre-1938 drugs from the
List. The comments said that their
exclusion was illogical and seriously
restricted the usefulness of the List,
since pre-1938 drugs represent the bulk
of those drugs which are available from
multiple sources. The comments also
said that the pre-1938 drugs should be
included in the List because most of
these drugs are contained in the USP
and thus are required to meet
compendial standards of strength,
quality, and purity. Therefore, it was
stated, any pre-1938 drug for which
compendial standards exist should be
considered pharmaceutically equivalent

and available for substitution LnIess
there is evidence of a bioequivalence
problem. One comment recommended
that until pre-1938 drugs are included in
the List, FDA should include prominent
statements on the cover and title page
explaining their exclusion.

The agency believes that pre-1938
drugs, including those in the USP. should
be excluded from the List because these
drugs are not the subject of approved
NDA's. The List only contains
information on prtducts approved
through the preclearance procedures of
the act. FDA is able to-evaluate as
therapeutically equivalent only those
drug products that the agency has had
the authority and opportunity to
evaluate and ensure for safety,
effectiveness, and quality. The agency
agrees, however, that pre-1938 drugs
should be incorporated into the List
once the information necessary to
ensure their safety, effectiveness, and
quality is available. The agency notes
that the final version of the preface to
the List states that pre-1938 drugs not
subject to the premarket clearance
procedures of the law are excluded from
the List.

41. Comments also objected that drugs
still being evaluated for effectiveness
under the Drug Efficacy Study
Implementation (DESI) were excluded
from the List. These comments
contended that neither the definition of
pharmaceutical equivalence nor the
definition of bioequivalence includes the
concept of effectiveness and that
bioavailability is not an issue in
determining therapeutic equivalence.
Thus, it was argued that the agency's
assumption that pharmaceutically
equivalent drug products are
bioequivalent unless there is evidence to
the contrary should also apply to DESI
drugs that are pharmaceutically
equivalent. The comments contended
that this rationale has already been
accepted by the Federal Government.
because Butazolidin Alka, a drug
presently listed as ineffective under
DESI, was included in the List of
Maximum Allowable Cost (MAC) drugs
by the Health Care Financing
Administration. The comments said that
a drug may not be included on the MAC
List If there is any regulatory action to
establish a bioequivalence requirement,
and the bioavailability issue is not
considered in establishing a MAC drug.
In publishing the List, the comments said
that FDA should follow the same
criteria, i.e., one of presumed
bioequivalence, and the concept of
bioavailability should not be
considered.
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As stated in the preface to the List,
the agency has considered and rejected
the option of including drug products
still under review in the DESI process.
The agency's position is that drug
products still being evaluated for
effectiveness under DESI should be
excluded from the .List until such time as
the active ingredient or combination of
ingredients has been fully evaluated and
found to be effective. A primary
question that must be answered before a
DESI drug product maybe fully
approved for marketing is whether it is
effective for its indications; only after
this question has been answered does
the secondary question of therapeutic
equivalence become Televant.

FDA agrees that therapeutic
equivalence theoretically may be
possible for less-than-effective drugs. In
addition, the agency agrees that
bioequivalent and pharmaceutically
equivalent drug products may be less
than effective. But these factors have
not been found to justify the agency's
evaluation of the therapeutic
equivalence of these drugs for inclusion
on the List. At the same time, these,
factors do not prevent the agency from
making a therapeutic equivalence
evaluation for a drug for which the
Pharmaceutical Reimbursement Board is
considering establishing a maximum
allowable cost. Phenylbutazoie alka
was included in the MAC program
solely on the basis that at the time there
was only a single manufacturer and
distributor, even though the drug had
been evaluated as less than effective,
'and administrative steps had been
undertaken to remove the drug from the
market. The comments were in error in
stating that a drug may not be included
on the MAC list if there is any
regulatory action to establish a
bioequivalence requirement. Many
drugs for which a bioequivalence
requirements is pending are included in
the MAC program because FDA has
assured the Phamaceutical
Reimbursement Board that all current
manufacturers of the drughave
submitted adequate bioequivalence data
to the agency.

42. Several comments said that the
List identifies onli "actual
manufacturers" and unfairly
discriminates against products marketed
by distributors and relabelers who do
not also manufacture theproducts they
market. One comment maintainedthat
the "failure of the List to include
distributors keyed to each manufacturer
will necessarily result in the users of the
List generally perferring to deal with
actual manufacturers or manufacturer/
distributors since dealing with a

distributor wouldrequire independent
confirmation of the source of its drug
product." Finally, a comment suggested
that to assist the States in implementing
their drug product substitution laws,,
FDA should require that drug product
labels bear the name and address of the
approved manufacturer.

The agency believes that the
comments have misconstrued the basis
on which drug firms are inpluded in the
List. The products in the List are
identified by the names of the holders of
approved applications, which are in
most instances the actual manufacturers

- of the products, rather than by the
names of the actual manufacturers
themselves. This is because the
application holder mayliave had its
-product manufactured for it by a
contract manufacturer and may simply
be distributing the product for which it
has obtained approval. (A complete
discussion of FDA's determination of
"application-holder" for purposes of the
List can be found in the preface to the
List-under Part E, "Precautions to Users
of the List".)

FDA does not believe that there is a
feasible way at this time to maintain an
up-to-date and complete list linking the
products of each approved application
holder with the distributors and

-relabelers handling those products.
Products subject to an approved
application are frequently manufactured
for distributors, under the distributor's
labeling, for marketing by the
distributor. Because these distributors
often shift their source of supply in the
commercial marketplace without
informing FDA, even if FDA were to
attempt to expand the List to link
distributors with holders of approved
applications, it would not have ready
access to the information necessary to
do so.

* The agency does not agree that the
makeup of the List is such that users will
necessarily prefer to deal with holders
of approved applications rather than
with distributors (i.e., those distributors
who do not hold the approved
,applications for their products). The
agency believes that in most cases the
labels of products marketed by these
distributors also identify (as the
manufacturer or packer) the holder of
the approved application for the labeled
product. This label disclosure permits a
would-be purchaser to relate the product
to the List in a ready and convenient
way. The agency encourages
distributors to make the necessary
disclosure on the drug product.label to
assist pharmacists, if they choose to
substitute a therapeutically equivalent

-drug for the one prescribed, to select a

drug product supplied by a listed holder
of an approved application.
Nonetheless; the agency may consider
feasible alternatives that would Identify
distributors who are not the holders of
approved applications.

It should be noted that although FDA
would encourage labels to disclose
voluntarily the name of the holder of the
approved application for the product,
the agency does not have authority to
require such disclosure. TheFederal law
requires thai a drug product label'bear
the name and place of business of the
manufacturer, packer, or distributor (21
U.S.C. 502(b)(1)). The choice of which of
these persons or which combination of
these persons are to be Identified is left
to the labeler of the product and to the
requirements of State-law.

43. One comment stated that FDA
should not evaluate as therapeutically
equivalent drug products that infringe
patents because including such drugs on
the List violates constitutional principles
as well as patent laws and discodrages
discovery and disclosure of new
inventions. Another comment said that a
pharmacist relying on the List may be
sued for selling an "unlicensed" generic
product. Therefore, the List should
mention that FDA does not consider tho
patent status of drugs.

The patent laws do not have any
bearing on the enforcement of the
Federal Food, Drug, and Cosmetic Act,
and the agency does not consider these
laws when reviewing new drug
applications and making drug product
approval decisions, If a firm submits a
new drug application for a patented
drug, FDA reviews the application
without considering any patent Issue. If
the application is approvable, it is
apl5roved. However, to inform the public
of this policy the agency, as requested
by the comment, will include a
statement in the preface to the List to
the effect that the patent status of a drug
is not considered by the agency in its
review of applications to market drugs.

44. One comment objected to the
inclusibn of single-source drugs in the
List. The comment contended that the
presence of single-source items Is
misleading and could even cause
prescribing or dispensing errors. The
comment said that physicians or
pharmacists might assume, unless they
carefully check the List, that different
dosage forms or strengths of a drug
under a single-source heading are
equivalent.

The agency disagrees with the
comment and believes that including
single-source drug products approved
for safety and effectiveness adds to the
completeness of the List. The agency Is
confident that, as a result of their highly
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technical and specialized training,
practitioners and pharmacists will not
assume that different dosage forms or
strengths of a drug under a single-source
heading are equivalent.

45. One comment noted that the Task
Force of the American College of
Neuropsychopharmacology's final
report, which was recently prepared
with the help of FDA staff members,
deals with the question of equivalence
among different versions of
psychotropic drugs and recommends the
establishment of criteria for developing
bioequivalence data within this product
class. According to the comment, the
report said that bioinequiyalence may
occur because of the improper
substitution of psychotropic drugs after
the repeal of anti-substitution laws. The
comment noted that many drugs on the
List are psychotropic drugs and are
designated as "AA", eligible for
substitution. The comment said that the
possible hazards to patients who rely on
these products could be significant.

The agency agrees with the Task
Force of the American College of
Neuropsychopharmacology that it would
be undesirable-to use multisource
pyschotropic drug products
interchangeably unless their
bioequivalence had been established.
The Task Force, however, did not
address all psychotropic drugs, but
specifically addressed the tricyclic
amtidepressants and phenothiazines.
These drugs have been coded to indicate
a known or potential bioequivalence
problem. The agency has published
proposed bioequivalenoe regulations for
these two drug classes requiring both in
vivo bioavailability studies and in vito
dissolution testing to establish
bioequivalence. (Theproposal for
tricyclic antidepressants published in
the Federal Register of February 17.1978
(43 FR 665); the proposal for
phenothiazines published in the Federal
Register August 26,1980 (45 FR 56832).)

4. (ne comment objected to FDA's
position that there may be variations in
the labeling instructions for drug
administration among pharmaceutically
equivalent products and that judgments
of therapeutic equivalence can be made
only when each product is taken in
accordance with its particular labeling
directions. The comment argued that
because these products are listed as
being therapeutically equivalent, they
will be considered interchangeable.

The agency disagrees. As stated in the
proposal, there may occasionally be
variations among pharmaceutically
equivalent products in the labeling
instructions on dose and administration.
For example, a particular brand of an
antibiotic might require administration

on an empty stomach, while another
brand might permit administration
without regard to food intake on the
basis of blood level studies done after
administration In the presence of food.
Thu', an FDA evaluation of therapeutic
equivalence applies only when these
products are taken in accordance with
labeling directions for the particular
product. The preface to the List, Part E.
"Precautions to Users of the List."
explains this to practitioners. In
addition, the agency's explanation of
therapeutically equivalent drug products
in this document, in the proposal, and in
the preface to the List has included the
phrase "when administered lo the
patient under the conditions specified in
the labeling."

47. A few comments objected to
FDA's procedure of permitting
bioequivalence and therapeutic
equivalence to be demonstrated by
testing a single lot, especially in the use
of controlled-release dosage forms. The
comments argued that the results of a
test on a single lot are not a sufficient
basis for assuming continued
equivalence in subsequent
manufacturing operations. The
comments said that FDA must evaluate
a manufacturer's ability to produce
bloavailable products on a sustained.
on-going basis.

The agency believes that it is neither
feasible nor necessary to conduct
bioequivaleace studies on individual
lots of a product Lot-to-lot uniformity
can be assured by in vitro dissolution
testing when specifications,
manufacturing procedures, and controls
are identical for all lots. When deficient
dissolution peformance or lot-to-lot
variability is identified through in vitro
dissolution testing, the product will be
coded as therapeutically inequivalent
even though acceptable bioequivalence
has been demonstrated in a single lot.
This is the procedure that was followed
with imipramine and chlorothiazide
tablets.

48. One comment stated that the
proposal to restrict maximum allowable
drug content variations to 1 percent
should be reevaluated. This
reevaluation should consider topically,
orally, and insertion-administered drug
products that are being developed or are
on the market that are designed not to
release their entire contents from their
drug reservoirs during their prescribed
dosage interval. The actual potency of
these products, the comment said. is not
normally the labeled drug content but
rather, the labeled rate of drug release
for the period of administration. The
comment suggested that a more
comprehensive format for the List be

developed, allowing for the display of
release rates and durations as well as
total drug contents.

The agency notes that the maximum
allowable content variation of 1 percent
deals with equivalence among products
having the same active ingredient but in
somewhat different amounts. The
agency uses a criterion of equivalence
for products where labeled strengths do
not vary by more than 1 percent. Most
marketed drug products which vary in
labeled amount of active ingredient will
vary by more than 1 percent and are
therefore considered, by the agency, to
be pharmaceutical alternatives, not
pharmaceutical equivalents. For
example, butabarbital sodium tablets. 15
milligrams (mg) and 1.2 ag. are
pharmaceutical alternatives because
they vary in labeled amount of active
ingredient by more than I percent.
These two products would not be
considered therapeutically equivalent
because they are not pharmaceutical
equivalents due to the differences in
labeled amount of active Ingredient.
Specialized products in which the drug
Is released from the dosage form at a
controlled rate have been evaluated
separately psing a criterion of
equivalence that considers rate of
release from the dosage form.

40. One commant said that FDA
should consider how it might
communicate polentially meaningful
differences in the extent and rate of drug
bioavailability over the period of
administration for similar onitrolled-
release products. Tlbs sould be in the
form of a quantitative perfomance or
merit index that would provide a
method of quaxtitatively discrimiating
between individual controlled-release
products on the basis of how well these
products were able to approach the
constant maintenance of a target serum
drug level. The comment said that an
index would allow FDA to include the
quantitative index value for each
controlled-release product in future lists.
This would provide the prescribing
physician or dispensing pharmacist with
a means to select the best drug
bioavailability profile for each patient
and, the comment said, it would ensure
that similar controlled-release drug
products with differing performance
characteristics would not be
inadvertently considered therapeutically
equivalent.

While this commenter describes
interesting criteria for evaluating
controlled-release drug products that
may deserve further consideration, the
agency believes the suggestion is not
currently relevant to the List. With
regard to controlled-release drug
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products, the proposal stated (at p. 2951)
that these dosage forms are subject to
bioavailability and bioequivalence -
differences primarily because different
firms developing controlled-release
products for the same active ingredient-
rarely employ the same approach to
formulating their controlled-release
products. The agency believes that
different controlled-release dosage
forms containing the same active
ingredients in equal strengths shouldlnot

•be evaluated as bioequivalent unless
equivalence between individual
products has been specifically
demonstrated through appropriate
bloequivalence studies.

50. One comment suggested that an
additional code should be added to the
List to indicate drug products that are
being considered therapeutically
inequivalent for reasons of potential
differences in a patient's compliance
with a prescribed dosage regimen or
because of differences in the labeled
dosage regimen. The comment stated
that all treatment regimens are not likely
to be followed equally by self-
medicating patients, and some drug
products have particular characteristics
that can either promote or impgde
patient compliance with a prescribed
treatment regimen.

The agency believes that differences
in patient compliance between brands
should be minimal because the
evaluation-of products for therapeutic
equivalence has been limited to those
involving the same active ingredient,
strength, and dosage form. Perhaps the
comments were concerned that agency
recommendations would extend to
comparing controlled-release products,
or specialized dosage forms with
conventional dosage forms. It should be
apparent to any reader of the List that
this has not occurred. Moreover, except
in situations where product equivalence
has been demonstrated, comparisons
have not been made between controlled-,
release products. The agency has
identified in the proposal actual or
potential issues associated with
legitimate significant differences
between conventional dosage forms of
pharmaceutical equivalents. Because
each of these situations is unique and
needs to be discussed individually, the
agency does not agree that a new code
would serve-any purpose. Although the "
agency agrees that patient compliance
warrants concern, it does not believe
that the List is the proper vehicle to
attempt to improve patient adherence to
treatment regimen.

51. One comment noted that an
alphabetical listing of the top 200 drugs
for 1977 appeared in the April 1978 issue

I

of Pharmacy Times. The comment said
that these top 200 drugs represented 68.8
percent of all prescriptions, and that 53
of the top 200 drugs are not listed in
FDA's proposed List. The comment said
that for the generic copies of these 53
drugs, FDA is unable to make a
determinatioft of therapeutic
equivalence. The comment also said that
these 53 drugs are among the most well
known prescription products in
America.

The agency notes that the comment
named only 16 of the 53 drugs it referred
to. These 16 drug products are either
pending resolution of safety or
effectiveness questions and are listed in
the appendix lo the List, or are drugs
marketed prior to 1938 that are not
subject to the premarket clearance
procedures of thelaw. Only those di-ug
products fully reviewed and approved
for safety and effectiveness by FDA are
included in the List. The Drug Efficacy
Study Implementation (DESI) process
for 2 of the 16 drug products cited by the
comment, Atarax and Aldactone, has
recently been completed. These drugs
were found to be safe and effective for
their intended use and will therefore be
included in a future supplement to the
List.

52. -One comment said that the
,determinations of therapeutic
equivalence are unaccompanied by
.findings sufficient to apprise affected
persons of the bases for such
determinations. The comment said that
in some cases (e.g., hydralazine), there
appears to be no data to support FDA's
determinations. The comment said the
following information is needed to
explain FDA's determinations:

a. For drugs coded "AA': whether
such coding is the result of,

(1) Actual in viva bioequivalence
studies,

(2) In vitro bioequivalence studies
correlated to in viva data,

(3) Uncorrelated in vitro data
(dissolution, for example),

(4) Data on only-some drugs from
which the equivalence of others has
been presumed,

( (5) Data on only one drug product
from which -the equivalence of others
has been presumed, or

(6) The lack.of any reports to .FDA of
equivalence problems.

The comment further said these drugs
should be accompanied by information
as to which of the "therapeutically
equivalent" drugs .had undergonethe
studies required in a full NDA and
which drugs had undergone no clinical
studies, as well as which drugs had been
the subject of actual in vivo
bioavailability studies. Other comments
said that health professionals should

know for which "AA" drugs therapeutic
equivalence has been assumed and
when it has been demonstrated.

b. For drugs coded "AB": the
bioavailability study protocol followed
by each manufacturer in demonstrating
the bioequivalence of hii drug product,

c. For drugs coded "BP": sufficient
differentiation between those drug
products approved on the basis of
clinical studies and those approved
without submission and review of such
studies. The comment said that merely
telling physicians and pharmacists that
drug products may not be of equal
efficiency without telling them which of
those drug products had, in fact, been
proven effective in humans may create
the misleading Impression that all drug
products listed as "BP" are of suspect
bioavailability'or effectiveness. Other
comments said that information
concerning which "BP" drugs are
supported by a full NDA, and is the
basis for the determination of safety and
effectiveness, should be known to the
health professional.

The agency believes that the
determinations in the List are
accompanied by sufficient explanatory
data. A drug product identified with an
"AA" code in the List is a I. -
pharmaceutically equivalent product
with no known or suspected
bioequivalence issue. These products
have been approved for safety and .
effectiveness by FDA. manufactured in
accordance with current good
manufacturing practice regulations, and
meet compendial standards. The basls
for FDA's evaluation leading to the
"AA" code for drug products Is
discussed in detail in the preface to the
List and in the proposal. The agency's
approach in deciding which drugs poso
bioequivalence problems follows the
July 15, 1975 Office of Technology
Assessment (OTA) Drug Bioequivalenco
Panel recommendations, which stated
that it is not feasible, necessary, or
desirable that studies of bioavailabillty
be conducted for all drugs or drug
products. To further subdivide code
"AA" to indicate which drug products
had gone through clinical studies and
which drug products had been the
subject of actual in vivo bioavailability
studies or in vivo/in vitro correlated
studies would be contrary to the OTA
Panel approach which FDA adopted.
Moreover, there is no basis for Including
information on what drug products meet
a nonexistent requirement. For the
record, few firms have carried out
bioavailability/bloequivalence studleu
on "AA" class'drugs.

It was not FDA's Intent to display the
bioequivalence/bioavailability study
protocol of each manufacturer In the
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List. As Was explained in the List's
preface, the "AB" code identifies an
active ingredient in a dosage form for
which the submission of bioavailability
data is required for approval and
indicates that the firm has performed an
acceptable bioequivalence study on its -
product.

Regarding the comment on "BP"
drugs, although the agency does not
differentiate between those drug
products approved on the basis of
clinical studies and those drug products
approved through the ANDA process,
potential bioequivalence problem drugs
are coded "AB" when the firm submits
adequate data to show that its product
is bioequivalent/bioavailable. An
example of this is found in the List.
Ciba's Metandren [methyltestosterone)
tablets are coded "AB" because the firm
has submitted adequate data to show
bioavailability; all of the other firms'
products are coded "BP " because none
of the other firms has submitted such
data.

In summary, the agency believes that
the List. the preamble to the Federal
Register proposal, and this preamble to
the final rule, provide sufficient
explanation aid background for FDA's
determinations of therapeutic
equivalence. As explained further in the
response to comment 54 below, the
agency does not-believe it is necessary
or practical to include in the List the
complete history and data upon which
the agency relied to determine the
therapeutic equivalence of a drug
product.

53. Several comments said that
explanations given in the List for the
different coding classifications present
potential problems. The comments said
that some of these definitions are
ambiguous and lead to a variety of
possible interpretations. Examples of,
the problems noted by the comments
include the definition for "AB" products.
The comments said that the definition is
unclear whether or not these drugs are
substitutable. Regarding classification
"AT" (topicals), the comments said that
drug products are considered to be
pharmaceutically equivalent if they
contain the same active ingredients and
are identical in strength, dosage form.
and route of administration. It would
seem resasonable to assume, said the
comments, that the different bases used
in many ointments and creams, while
not active ingredients, significantly
affect the rate, duration, and quantity of
mnedication reaching the skin. Regarding
classification "BX", the comments said
this is a deceptive identification for drug
originators because they would have
had to provide a documented NDA with

adequate clinical data in support of the
therapeutic performance of the product.
The comments said that the product of
any manufacturer who has an original
NDA should therefore be specifically
identified as such, since the issue of
multiple-source equivalence arose only
after products were later introduced
without requirement of full clinical
studies.

The agency concurs with the
suggestion to further define "AB". The
paragraph in the preface to the List
describing the "AB" code has been
clarified to state that one product of a
drug ingredient heading, coded "AB", is
not therapeutically equivalent to a drug
product under the same heading which
is coded "BD" or "BP". Only those drugs
coded "AB" under the ingredient and
dosage form headings are recommended
as being therapeutically equivalent.

Regarding the suggestion that
different bases in topical ointments or
creams could affect the rate, duration.
and quantity of medication reaching the
skin. FDA will review any data that
show that a pharmaceutically equivalent
product has produced a different
therapeutic effect based upon a different
base in an ointment or cream. Until that
time, FDA will continue to consider
products in the same topical dosage
form as therapeutically equivalent in the
absence of contrary data if they are
pharmaceutically equivalent.

Regarding the comment that it was
deceptive to Identify the drug innovators
with a "BX" code since they had to
provide a documented NDA with
adequate clinical data in support of the
therapeutic performance of the product.
tte agency agrees and will delete the. X" code from the innovator's product
if that product Is specifically known not
to present the same basis of concern is
do the other brands. On the other hand,
the fact that an innovator initially
performed clinical studies on a product
does not necessarily mean that the
innovator's product is not subject to the
same concerns that led to the inclusion
of the BX" code on other products.

54. Another comment said that the
therapeutic equivalence coding system
used in the List presents difficulties in
correctly identifying the products that
are coded. The comment said it is likely
that the explanation of the codes will
not be read by the typical pharmacist
with a busy schedule. The result will be
the general assumption that all drugs
listed under a particular heading are
therapeutically equivalent. In addition,
the comment said that the products
listed as having bioequivalence
problems may require further
clarification. For example, phenytoin
sodium oral capsule, Dilantin, has been

grouped with three products that are
probably not bioequivalent. Therefore,
the comment said the possibility exists
that the reader may incorrectly assume
that any one of these drugs can
justifiably be substituted for another.

FDA's primary purpose in preparing
the List is to provide to the public the
agency's information and advice on the
therapeutic equivalence of approved
multisource drugs. The agency intends
to share more detailed information on
the therapeutic equivalency of drugs
with the States and other inlerested
persons so that they may use this
information in their decisions as to
which drugs to include in their
formulary and which drugs to purchase
or dispense. State drug formulary
committees have continually asked for
the basis of FDA's therapeutic
equivalence decisions. Moreover, it is
important to explain the bases for these
conclusions so that if States disagree.
they can act differently. The agency
notes, howeVer, that although additional
data and information are available upon
request, it believes that the preface to
the List. the Federal Register proposal.
and this final rule, provide sufficient
explanation and background for FDA's
determinations of therapeutic
equivalence. The agency does not
believe it is necessary or practical to
include in the List the complete history
and data on a drug product that allowed
FDA scientists to determine its
therapeutic equivalence. Fpr example, a
recent FDA submission to the
Pharmaceutical Reimbursement Board
to substantiate the claim of the
therapeutic equivalency of hydralakine
tableted product was over 75 pages long.
It is not feasible to disseminate or use as
large a document that would result from
the inclusion of these data and
information for all drugs on the List.

The agency believes that health
professionals should have little
difficulty in understanding the codes,
and will not make general assumptions
that all drugs listed under a particular
heading are therapeutically equivalent
when the drugs have been clearly
identified as therapeutically
inequivalent. The coding system that
FDA has devised is much less
complicated than the pharmacological
properties of the drug that are contained
in the labeling. such as actions,
indications, adverse reactions and so
on. It should be noted that there were
favorable comments from individualsr
and organizations who were very
pleased with format of the List and had
no difficulty in correctly identifying the
therapeutic equivalence determinations
by the displayed code.
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V. The Lilly Study
FDA has said it can detect no

differences in marketed drug products
based on the type or the size of the
manufacturer. However, a study
conducted by Pauls and Kloer, "FDA
Enforcement Activities Within the
Pharmaceutical Industry: Analysis of
Relative Incentive" (hereafter called the
"Lilly study") argued that there are
significant differences between products
marketed by research-intensive
companies and those marketed by non-
research-intensive companies; The study
concluded that non-research-intensive
companies are at least sven times as
likely to have a recall as are research-
intensive companies. In the category of
court actions, the study said that non-
research-intensive companies have at
least 43 times more court actions than
do research-intensive companies. Many
of the comments received on the .
proposal discussed the Lilly study and
FDA's criticisms of it in the preamble to
the proposal. Some comments defended'
the Lilly study's division of the industry
into research-intensive and non-
research-intensive companies, and
explained the criteria by which this
distinction was made. The comments
also defended and further explained the
Lilly study's selection process for the
research-intensive firms. Other
comments criticized Paul deHaan's
analysis of the pharmaceutical industry'
as cited in the proposal and questioned
his selection of companies and
conclusions made about the industry.
One comment showed that when
analyzing the industry according to
sales, conclusions similar to the Lilly
study are reached. Some comments
refuted FDA'sclaim that the Lilly study
included recalls that had nothing to do
with drug quality and even recalls that
did not involve drug products. Another

'comment criticized FDA for not
discussing FDA-initiated court actions,
and showed that the incidence of such
court actions support the conclusions of
the Lilly study. Finally, one comment
defended the Lilly study's finding that-
FDA's enforcement records do not
demonstrate product and manufacturer
uniformity regarding safe and high
quality prescription drugs.

The agency advises that it -has
consistently disputed the assertion that
the Lilly study is valid. Arhe comments
indicated that small differences in the
selection of research-intensive firms do
'not have a significant impact on the
results of the study. That may be true for -
the way the recall data are analyzed in
the Lilly study, but when coupled with
other objections the agency has raised
regarding the way in which recall data

were treated in the study, selection of
the research-intensive firms is critical.
One of the major criticisms the agency
'has made is that the study did not
,include a denominator by which to
compare research-intensive and non-
research-intensive and large and small
firms. Further, the study tried to
compare entities that are not
comparable. That is, by comparing the
quality of different drug products which
have no possibility of being substituted
under generic substitution practices, the
Lilly study obscured the significance of
any quality differences it purports to

-find. Rather than simply criticize the
manner in which the Lilly study was
performed, FDA has taken the same
recall data and done a more extensive,
and FDA believes more valid, analysis
of the data. The Analysis of Prescription
Drug RecallRates (which is available
from.the National Technical Information
Service (NTIS), Springfield, VA, order
No. PB80-182611, and which has also
been placed on file in the FDA Hearing
Clerk's office) shows no significant
quality differences between any
meaningful set of comparisons (e.g.,
products of small firms vs. large firms,
PMA vs. non-PMA products, and so on).
In'the study, the recall rate for the '

population of drug products-most likely
to be substituted was shown to be very
low. This low rate demonstrates that
consumers, physicians, and pharmacists
are very unlikely to encounter a
multisource therapeutically equivalent
drug product in the list that will be the'
subject of a recall. In addition, and of -
equal importance, the differences in
recall rates of product groups compared
in the study are small and dependent on,:
a few large recalls. These differences do
not~support the contention that a
pharmacist orphysicidn can make
product'selection decisions based upon
the supposed superiority of identifiable
product groups. The agency agrees with
the Lilly study's premise that recall data
are-perhaps the best available surrogate
measure of drug quality. The agency
does not, however, agree that the Lilly
study is a valid analysis of the FDA
recall data, orthat the recall data, when
properly analyzed, lead to a conclusion
that significant differences in drug
quality can be ascribed to segments of
the drug industry found among the
manufacturers of the drugs that the
agency has evaluated as therapeutically
equivalent.

Regarding the comments' contention
that FDA has not commented on that
aspect of the Lilly study which
compared the rate of court actions
against research-intensive and other
firms, the agency advises that although

it has not analyzed court actions in
detail, it is clear to the agency that court
cases are not a valid measure of drug
defects. Most court caies do not involve
violations which reflect on drug quality
specifically (in fact, much of the recent
drug litigation has been in the area of
new drug provisions of the act), and may
result from a number of factors which
are not relevant to drug quality, such as
the firm's perception of the strength of
its case, the relative economics of
litigating versus market withdrawal,
regulatory philosophy and approach,
and other factors which are extraneous
to the central quality issue.

With respect to the Lilly analysis of
the Drug Product Problem Reporting
System reports, the agency believes that
such reports are not a basis for a
reliable index of drug quality. In any
voluntary reporting system there are
many factors to take into account before
a correlation between drug quality and
the data can be made. Such systems,
while invaluable as an early warning
mechanism for problems, are susceptible
to manipulation by efforts of some drug
firms to discredit others. Certainly the
nature of the complaints are not always
drug quality related, and their
seriousness varies to a considerable
degree.
VI. Economic Considemtions

A. Anti-inflationary and Consumer
Savings Potential of Drvg Substitution

55. Several comments said that drug
prices have played little part In the
increased cost of health care, Some of
the comments questioned the anti-
Inflationary potential of measures aimed
at Increased drug substitution, citing the
relatively small share of pharmaceutical
products in total national health care
expenditures and the lower rate of
increase in the Consumer Price Index for
drugs relative to the total index and to
its All Medical Care component.

The agency advises that the proposal
acknowledged these points but also
pointed out that "these facts do not
mean, however, that cost savings in the
prescription drug market would not be
helpful to the economy, to the consumer,
or to the taxpayer. They merely make
clear that no single step will be
adequate to, restrain health costs." The
comments have offered nothing to
counter this. They argued, In effect, that
retarding the rate of price increase of
some categories of consumer products is
not worth pursuiig If there are other
categories where prices are rising faster,
This argument is not persuasive,
especially when offered against a
proposal which simply shares with the
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public useful information already in
FDA's possession.

56. Some comments said that the
Federal Trade Commission (FTC)
overstated the potential savings from
drug substitution. In the proposal, FDA
cited the FTC Staff Report's conclusion
that "the potential for the realization of
consumer savings is substantial."
Various comments questioned the
accuracy of the report's estimate of an
upper limit to potential direct savings
for drug substitution in the range of $245
million to $408 million. Some of the
comments cited a trade publication
report of an apparent reduction of the
FTC estimate to only $70 million. Other
comments questioned the methods and
assumptions ufed by FTC or the validity
of the results to which they led.

FDA is not in a position to defend in
detail the FTC's methods or results, nor
is there any need to do so. The studies
cited by FTC, including its own study,
focus on potential savings across all or
most multisource drugs. FDA does not
view the results as projections or
forecasts of savings to be achieved, but
does believe that they sufficiently
demonstrate that the opportunities for
savings are substantial, a conclusion not
refuted by the comments. Moreover, the
propriety and utility of publishing a List
that identifies those drugs established as
therapeutic equivalents does not depend
on a precise estimate of drug
substitution savings to consumers. The
List is merely a systematic presentation
of information used by FDA in its own
work. In this respect it is pirallel to
FDA's earlier publication of a list of
inequivalent drugs. Providing reliable
information on therapeutically
equivalent drugs can only enhance the
ability of drug purchasers to recognize
and take advantage of opportunities for
direct savings by drug selection. Finally,
it should be noted that the trade
publication citation of an apparent
reduction of the FTC estimate to only
$70 million was inaccurate and the error
was corrected in a later issue to advise
that the estimated saving is consistent
with the FTC estimate.

57. One comment pointed out that
about 45 percent of the dollar value and
55 percent of the prescriptions for all
drugs are multisource, and that 12.4
percent of all prescriptions are written
generically, suggesting that "only" 32.6
percent of current prescription dollar
volume could be multisouroe drugs
subject to further product selection.

According to FDA's calculation, the
latter figure should be 34.9 percent. That
figure, applied to about $9 billion
manufacturers' annual sales volume,
translates to about $3.1 billion of
manufacturers' sales, and that should be

considered the minimum dollar volume
of such drugs, since it is unlikely that all
generically written prescriptions
currently are filled with generic rather
than brand name drugs. Regardless of
the precise amounts, the agency's
decision to publish the List is not
contingent on the share of the current
prescription dollar volume that is
accounted for by multisource drugs.

58. Some comments cited various
surveys and other evidence, including
those cited in the FTC Staff Report, to
indicate that varying proportions of
physicians, pharmacists, and even
consumers do not favor or practice
product substitution. Some comments
contended that the exclusion of drugs
having known or suspected problems of
inequivalence would diminish the
potential for savings from product-
selection. Specifically, some comments
indicated that 193 drugs identified as
"problem drugs" with respect to
bioequivalence in FDA's 1975 list
represented an average of about 12
percent of all prescriptions in their
respective therapeutic classes and that
the currently proposed FDA List shows
a net increase of 42 multisource
"problem" drugs.

FDA acknowledges that the various
multisource drugs are not equally
subject to product selection. However,
taking the dollar volumes offered at face
value and assuming further,
hypothetically, that multisource drugs
without established equivalence now
account for as much as 15 percent of all
prescriptions (and hence 35 percent of
multisource prescriptions subject to
further product selection), the dollar
volume of $3.1 billion calculated above
would be reduced to $2.0 billion. That
amount, which ignores future growth,
still represents a considerable target for
product selection.

59. Other comments addressed the
question of generic vs. brand-name price
differentials used in making estimates of
direct savings from product selection. It
was argued that wholesale price
comparisons (based, for example, on
Red Book figures) are inaccurate and
that retail prices should be used. One
comment stated, however, that an
analysis based on retail prices is almost
impossible. Another suggested
comparing the average cost of brand
drug prescriptions with the average cost
for the same drug "when the pharmacist
is already engaging in product
selection."

FDA agrees that a retail price
comparison would be useful (as would a
comparison of actual transaction prices
at wholesale), provided it distinguished
between retail prices charged for generic
drugs used to dispense generic

prescriptions and brand drugs so used.
Unfortunately. the comment did not
provide any of the data it recommended.
Another comment, however, suggested
that consumer savings of at least 20
percent to 40 percent are possible at
retail. If it is assumed that average retail
savings of no more than 20 to 40 percent
might apply to all of the $2 billion sales
of multisource drugs subject to further
product selection, total additional
annual savings of $400 to $800 million
are implied. Granted that the current
rate of product substitution is well
below 100 percent and is unlikely to
reach 100 percent, the savings increment
will be smaller in proportion to the
actual rate of substitution ultimately
expected. A rate of 50 percent for
example, would imply additional
consumer savings of $200 to $400 million
a year without taking account of the
rapid prospective growth of multisource
drug sales.

B. Federal, Private and State
Administrative Costs

0M Several comments contended that
the cost to FDA in publishing and
maintaining the List could amount to
hundreds of thousands of dollars and
that manufacturers would have to incur
costs of monitoring the List to assure its
accuracy.

The agency advises that generating
and keeping track of the information
that will appear in the ist is an internal
cost that FDA will incur whether it
publishes the List or not. There will be a
modest internal cost increment for
compilation and computer services to
prepare annual issues and monthly
updates of the List. but the only
significant Federal costs of keeping the
List current and publicly available will
be those for printing, subscription list
maintenance, and mailing by the
Superintendent of Documents. FDA
expects interest in the list to be
sufficiently extensive to ensure
subscription revenues adequate to cover
these costs, based on an annual
subscription rate of $20 ($25 if mailed to
a foreign address). Assuming an
external subscription volume of 10,000
and internal use of as much as 2,000,
revenues from the mail subscription
service would be approximately
$200,000. The total printing costs for
internal distribution would be less than
$10,000.

Many State governments will
reference the FDA List as the official
formularly. They will either print and
sell their own copies or recommend a
subscription to the FDA List. The annual
subscription cost of $20 per copy should
cover State-generated demands also.
The total demand for the List, direct and
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indirect, is uncertain. In addition to
retail and hospital pharmacies, .
physicians and libraries mayalso want
to have access to the List Clearly,
however, the subscription method
ensures that total printing and
distribution costs will not exceed public
wilingness to pay.

Finally, FDA sees no reason to believe
that drug Industry costs to review the'
updates of the List for omissions and .
accuracy wbuld be other than
insignificant, and no specific figure was
offered by the comments.

61. Another comment said that
administrative expenses to State
governments in promoting generic
substitution may cancel out any
consumer savings and, further, that the
FDA List will not lessen the expenses of
these State activities.

The agency advises that the 46 States
that'have enacted drug product selection
laws (almost half of which havebeen
adopted since 1977] did so for their own
reasons, and not to create a market for
the FD3A List, Conversely, the Value of,
the List does not depend solely on its
utility in State efforts to promote
product selection. If the availability of a
convenient and reliabld List of
therapeutically equivalent drugs leads to
an increase of no more than 1 or 2
percent of prescriptions written and'
dispensed generically, multi-million
dollar savings in drug costs would be"
realized each year. Similarly, as
indicated in the proposal, the FDA List
can help States In their own drug
purchase programs, and eight States'
have requested such assistance. It
should be noted that FDA's proposal
also responds to the requests of at least
19 States for assistance in preparing
formularies in support of their product
selection laws. Providing a -master List
that could be used or. adapted by each
State for its own circumstances is
clearly more cost-effective for FDA than
assisting each State individually. The
comments seemed to suggest, however,
that FDA should not provide such a List
unless the State programs are
demonstrably cost-effective and/or the
List will demonstrably reduce State
administrative costs for the programs.
The agency disagrees. Regarding the
comment that the List will not ease State
costs of developing formularies, the only
evidence offered is that no formulary,
including FDA's List, has been or can be
,used without review and adaptation to
the needs of each State. The agency
believes it is precisely the existence of a
mster List to be reviewed and adapted
that offers economies to the States in the
"start-up" costs of developing,

formularies and to FDA-in assisting
them.
C. Indirect Economic Effects

62. Several comments Qaid that
expenditures for drugs are-the most cost
'effective in the health care ystem. The
comments pointed out that drug therapy
at modest cost may reduce the need for.
hospitalization at very high cost, and
cited examples of new drug
developments having that effect.
Therefore, it was argued, regulating the
drug market is a case of misplaced
priorities in the control of health care
costs.

Regarding the cost-effectiveness of
drugs, FDA can only agree and would
add that drugs are very cost effective
when they reduce death and suffering as
well as .when they avoid hospitalization
costs. The agency does not agree,
however, that the tocial worth of a
product is a valid reason for failing to

,reveal information useful to its
purchasers, or that providing such
information amounts to misplaced
regulation of the market when itis fully
expected to improve the efficiency of the
market.

63. Several comments said thai the
promotion of drug substitution will
divert revenues from research-intensive
companies and thereby discourage
research and development of new drug
products. The comments pointed out
that drug research and development,

"conducted by many brand name
manufacturers, is financed almost
exclusively from sales revenues. They
argued that a reduction of such revenues.
would reduce incentives to "invest" in
research and development and that this,
in turn Would result in reduced '
introduction of innovative drugs with
consequent long-term health benefit,
losses to consumers, andjn adverse
bdIance of payments effects due to
impacts on U.S. drug exports and
shifting of U.S. drug company research
to foreign countries. Other comments
said that through the List, FDA is
encouraging-a market which favors
noninnovhting generic product
manufacturers.

The agency notes that these
comments were not supported by
evidence or analysis exploring the
manner or degree of any effects on-new
drug research activity that might follow
from increased generic drug product
selection.'It appears, however, that any
reduction of new drug research
incentive to a manufacturer aq a result
of pro duct substitution would take the"
form of reductions in the present values
of the-reirenue streams and, hence, in
the rates of return expected from newly
developed drugs. The FTC Staff Report

referred to in the January 12, 1979
JFederal Register proposal cited three
separate studies bn this topic by
academic economists. One study
estimated that It consumer savings (and
manufacturer revenue losses) amounted
to 4 to 11 percent of sales a year by 1084,
then 0.6 to 1.7 fewer new single chemical
entities might be introduced each year
out of an average of 15. Another study
estimated that, taking patent periods,
profit rates, and revenue patterns into
account, increased drug substitution
would eliminate less than 4 percent of
the present value of the expected stream
of profits from an average new chemical
entity. The study concluddd that this
would have negligible effects on drug
research incentives and on the rate of
innovation. The third study, using a
similar model and somewhat different
assumptions, estimated that product
selection would produce a 10-percent
reduction in the expected rate of return
on an: average new chemical entity and
a consequent reduction in industry
research and development expenditures
of $46 million. The latter figure,
however, was obtained by applying the
research and development to sales
ratios of 11.5 percent to an assumed $400
million reduction of multisouice' drug
sale's revenues. This procedure Is not
implausible, but its result can be
regarded only as a benchmark rather
than a reliable projection. FDA
acknowledges that the effect of
increased product substitution on new
drug research and development activity
cannot be foretold with confidence, No
evidence or analysis was offered In the
comments, however, to offset the
implication of the economic studies
cited above that the impact on
incentives to research and development
expenditures would be no more than
moderate and possibly negligible,'
Further, it seems reasonable to suppose
that any reduction in research and
development effort would tend to focus
on marginal, less financially attractive
projects. Since substantial consumer
savings appear to be required In order to
produce anything more than small
changes in the economic incentive for
research and-development, there Is no
reason to conclude that the tradeoff, if
any, is unsatisfactory in terms of the
public interest.

Finally, it is necessary to reiterate that
in addition to providing support to State
drug product selection programs, the
FDA List also offers important
information to physicianS, pharmacists,
and consumers who want to avail
themselves of it., Because that
information can easily be made'
available, FDA does not agree with the
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proposition that the opportunity for a
better-informed market for prescription
drugs should be rejected simply because
some members of the prescription drug
industry contend that a less well-
informed market is essential to
continued drug innovation. If it turns out
that a well-informed market is
inconsistent with economic incentives
for the development of safe and
effective new drugs at a rate considered
possible and socially desirable, the
remedy should not be sought in the
economically inefficient device of
withholding or obscuring information. A
problem of sufficient dimensions to be
presented as a public issue would
warrant, instead, an open and
responsible public solution such as, for
example, legislative action on more
effective patent protection periods for
new drugs. The existence of such a
problem, however, has not been
established.

64. Other comments contended that
the promotion of drug substitution will
reduce economic incentives for
developing new uses and dosage forms
of multisource drugs. The comment said
that Increased price competition
fostered by the List could actually
increase incentives to develop and
promote new single-source drugs to the
extent that it removes the economic
incentive to promote, investigate,
improve, or monitor multisource drugs.
As a result of such a reallocation of
research incentives, it was contended,
"many multisource drugs may become
orphans in favor of new but not
necessarily significantly improved single
source drugs."

The agency believes that it is by no
means obvious that such a trade-off
would be unfavorable. The comment did
not explain the rationale for its
suggestion that increased introductions
of new single-source drugs might not
include significant improvements. It
seems reasonable to assume that a firm
committing resources to new drug
development would prefer to pursue
promising opportunities for significant
improvements if they wereavailable.
Viewed in this light, such a shift might
appear to some as an attractive
prospect, even after taking account of
the poscibility that consumer savings on
multisource drugs might be reduced to
some degree by more frequent
introduction and use of higher-priced
single-source drugs. However, the
possibility of disincentives to the further
improvement of "mature" drugs also
warrants consideration independently of
any assumptions about associated new
drug development efforts. The comments
contended that the cost of establishing

an approved new use or even dosage
form will not be incurred if their
potentipl competitive advantage is
nullified by the presence of substitutable
equivalent products in the one case or
their imminent presence in the other.
Although FDA recognizes that it is
entirely plausible that such situations
may occur, the agency disagrees that
such situations would occur generally In
an environment of increased duplicate
drug product selection. The agency
believes that the latter would require,
first, that the bulk of postmarket product
investigation and evolutionary
development occur after the product has
not only become multisource but has
acquired therapeutically equivalent
competitors, rather than during its
single-source phase. No evidence was
offered by the comments that this would
be the case. Second, for a firm that is a
major producer of a multisource drug.
new uses or dosage forms that result in
increased sales of the drug may justify
their development cost even though the
revenue gains are shared with other
producers. Such possibilities are, of
course, open to generic as well as brand
name manufacturers. Further, even
proponents of drug product selection
would be naive to suppose that product
differentiation and differential pricing,
and hence opportunities for profitable
product improvement, will universally or
quickly disappear from markets for
multisource drugs. Granting the
qualitative merit of the point. its
practical implications are problematic,
especially in terms of the likely
incremental impact of the FDA List.

65. Several comments argued that the
List will have an anticompetitive impact.
One comment asserted that this is
because the List discriminates by
excluding distributors and relabelers of
multisource drugs, as well as
manufacturers of pre-1938 drugs and
post-1938 drugs not approved. It was
argued that listed manufacturers would
be preferred by users of the List.

Aside from the possibility that
distributors might include the names of
manufacturers on their labeling, the
agency believes that there is little merit
in this contention. It appears relevant
mainly to purchasing by pharmacies and
it is difficult to give weight to the
suggestion that such purchasers would
remain ignorant of the identities of
source manufacturers or would be
significantly deterred by procedures for
independent confirmation of the source
if that were required. The issue of
"unapproved" drugs seems hardly
relevant inasmuch as the List by
definition deals with "approved" drugs
and FDA has not "approved" the

categories of drugs in question. If the
lack of "approved" status has not so far
deterred physicians or pharmacists from
selecting a drug, there seems little
reason to suppose that nonappearance
on a List of "approved" drugs would
reverse the situation. With respect to the
Identification of distributors in the List,
see the response to comment 42 above.

68. A few comments said that wider
use of lower-cost, therapeutically
equivalent drug products will adversely
affect the quality of health care. It was
argued that therapeutic equivalence of a
generic product and the product of a
research-intensive firm does not mean
the health care associated with the use
of these drugs is equivalent because the
latter product includes an array of
informational services that practitioners
need to properly understand and
prescribe the drug. Fostering the
substitution of lower-cost drug products
would result in curtailment of these
necessary services.

The agency recognizes that valuable
informational and educational services
are woven into the complex fabric of
drug promotional activities. Presumably,
however, the period of greatest effort *
and expenditure for these services--and
the period of their greatest need and
worth to practitioners- is from the
introduction of a new product to its
"mature" phase, after which the effort
tapers off. Indeed, it appears that the
marketing "momentum" of a
successfully branded drug that is
established during the period of heavy
promotional and informational activity
may typically carry over far into the
period when the drug has accumulated
substantial multisource competition. By
the time therapeutically equivalent
generic products enter the picture, it
would seem that most of the advantages
to brand marketers and practitioners
alike that are cited or alluded to in the
comment will have been captured.
While it can be agreed, therefore, that
useful informational services add to the
costs of research-intensive
manufacturers, it does not follow that
these costs will be inadequately
compensated or that physicians will be
inadequately informed as a result of
such increased generic competition as
may be fostered by the Lst.
D. Absence of a Regulator3 Analysis

67. Several comments stated that FDA
had proposed a significant regulation
requiring regulatory analysis under
Executive Order 12044. It was contended
that major direct and indirect economic
impacts would result from promotion of
increased drug substitution, including
(a) administrative costs to FDA and to
manufacturers, and (b] adverse effects
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on research and development of new
drug products to the detriment of
innovative manufacturers and ultimately
to patients. It was asserted that the List
will have an overall effect on the
economy of more than $100 million and
threatens to cost a large segment of the
prescription drug industry millions of _

dollars yearly in diversion of sales
revenues to noninnovating firms.

Direct administrative costs of the List
to FDA and to manufacturers were
discussed earlier and, as stated, FDA
has.discovered no reason to regard such
cost increments as other than very
modest. As explained in the proposal (at
p. 2953], the agency has determined that
the publication of the List is not covered
by Executive Order 12044. First, the List
is not a regulation, it is a compilation of
Information available to the agency.
Second, the List will not, as the
comment contends, have an overall
impact on the economy-of $100 million
through claimed adverse effects-on new
drug research and development.
Regarding this latter contention, it is
necessary to distinguish between
policies and programs favoring drug
product selection and the separate
existence of the FDA List. The law and
policy of mostof the States. in addition
to purchasing and welfare programs of '
the Federal government, now actively
promote drug product selection. There is
no reason to believe that this objective
will not be actively pursued-whether
or not the FDA List is made public-
since the effort was initiated long before
development of the List began.
Therefore, any adverse effects on sales
revehues and research activities that
research-intensive drug, firms experience
would occur whether or not FDA
publishes the List. In determining
whether a regulatory analysis is
required, therefore, only the incremental-
impact of the List is relevdnt.

A $100 million impact on drug
research and development expenditures
would represent nearly 10 percent of the
industry's total domestic research and
development effort. To produce such a
reduction on the basis of an 11.5 percent
R&D to sales ratio would require that
the independent impact of the List on

,industry sales revenues amount to about
$870 million. If such a revenue impact
were achieved by average savings of 20
to 40 percent on drugs shown on the List
as therapeutically equivalent, the sales
volume of such drugs subject to these
(new) savings.would have to be $2.18 to
$4.35 billion, that is, new savings of 20 to
40 percent would have to be realized on
every dollar of a sales volume equal to
about 24 to 48 percent of total
prescription drug sales. All of this sales

volume, moreover, would have to be
found among the drugs identified as
therapeutically equivalent in the FDA
List and, within those, among drigs
subject to low-price and generic
competition and on which such savings
are not already being realized.
Therefore,'there is no combination of
remotely reasonable assumptions by
which the incremental impact of the List
"on drug substitution could produce a
significant effect on drug industry
research and development expenditures.

There-are major defects also in the
additional assertion that diversion of
sales revenues from research-intensive
to non-inn6vating drug frm.swould have
a major economic impact requiring a
regulatory analysis. It is not evident that
revenue losses other than those
corresponding to direct consumer
savings (which savings were not
claimed as a major economic impact
subject to regulatory analysis) will
necessarily be incurred by research-
intensive firms. The latter do, after all,
have the option of defending market
shares by meeting generic price
competition. If they choose to hold to a
decling sales volume at higher prices,
that presumably is the strategy they
regard as more profitable. But there is
nothing about the existence of the List
that compels research-intensive firms to
acquiesce in the diversion of sales
revenue to noninnovative firms. In
addition, it is not evident that all
revenue losses to other drug firms would
be to noninnovative firms. Research
intensive drug firns also manufacture
and distribute a substantial number of
generic drugs.

The research-intensive firms who are
members of the Pharmaceutical
Manufacturers Association account for
about 9''percent of total prescription'sales. It may be supposed that a one-
percentage-point "diversion" of revenue
to non-PMA firms would be a less than
major economic impact of the proposed
List. This might amount to $90 million. In
order to suffer such a loss of sales
revenue to non-PMA firms, the PMA
firms would have to refuse totally to
'meet price competition on
therapeutically equivalent drugs
marketed by non-PMA firms. Even
assuming such a total refusal to
[compete, it must be assumed that not all
of PMA firms' sales-wotild be lost, since
that would imply a total absence of
brand loyalty among physicians and a
total ability and desire to 'substitute non-
PMA generic drugs at the pharmacy,
level. Hence, all of a sales volume of
drugs considerably greater than $90
million would have to be both subject to
and unresponsive to price competition

and maximum practicable substitution
by therapeutically equivalent non-PMA
drugs in order to produce the $90 million
transfer. More realistically, the
assumption that PMA firms would meat
the price competition further increases
the dollar value of drugs that would
have to meet these conditions. Finally, It
would be necessary that all practicable
substitutions would have to be achieved
on this substantial volume of PMA drug
sales-possibly several hundred million
dollars-and would also have to be
attributable to the availability of the
FDA LisL

FDA therefore affirms its earlier.
conclusion that the availability of the
List will not produce a major economic
impact through retarded drug research
and develeopment or through diversion
of sales revenues from research-
intensive to noninnovative firms.

VII. Procedures for Preparing and
Distributing the List

68. Several comments claimed that the
List is a cumbersome document
containing hundreds of' entries tind
requiring familiarity with various
caveats and disclaimers. The comments
said its great length, the use of letter
bodes, the inclusion of single-source
drugs, and the prefatory qualifications,
as well as the failure to show supporting
data, all combine to produce a document
that is likely to generate confusion and
error. Another.comment said the many
explanations, codes, and apparent
disclaimers contained in the preface are
difficult to relate to the information in
the List. The List thus falls short as a
ready reference source which can be
used under daily working conditions.
One comment said that because the List
is "controversial", it will be necesary to
develop special guides, codes, caveats,
and disclaimers that provide sufficient
information for its proper use. The
comment said that this will make the
List even more difficult to use and could
cause confusion and error.

The agency disagrees that the List will
prove as cumbersome and confusing as
the comment contends. Drug information
as presented by the List is a dynamic
and complex area which unavoidably
could cause some confusion. As
explained in the proposal, FDA, in
preparing the List, initially drew from
information in its computerized files of
approved NDA's, and antibiotic Form
5's. In order to minimize the potential for
error, a complete list of approved
NDA's, ANDA's, and antibiotic Form 5's,
as of April 1978, was published as an
interim document in May 197i8 and sent
to appropriate State officials and
agencies, including health officers,
boards of pharmacy, and drug
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procurement agents, for review and
comment. By notice published in the
Federal Register of June 30,1978 (43 FR
28557], this interim list was also made
publicly available, with a request for
additions, deletions, or corrections. In
addition, on two separate occasions,
FDA sent to each application holder
data worksheets listing its products that
FDA had identified as being approved
and solicited corrections. The agency
received an excellent response with
considerable updating information,
indicating a serious and careful review
by the firms. The agency revised the List
in response to these requests.
Information regarding approved
antibiotic Form 6's (the antibiotic drug
submissions analogous to the ANDA)
was also included for those antibiotic
products last certified within the period
of their expiration date. Although the
therapeutic equivalence evaluations
were not previously circulated, the
preface to the List contains extensive
explanatory information about them.
These evaluations reflect FDA's
application of specific criteria to th6
multisource drug products on the List.
The agency believes that the code
letters used to explain the basis for
these evaluations will not cause
confusion once the user becomes
familiar with tWem.

69. Several comments claimed that the
List will be virtually obsolete on the day
it is published. The comment said that
the New York list was subjected to
repeated correction, including a notice
of changes that was printed within 1
week of publication of the original list,
monthly corrections, and at least two
major quarterly revisions. Because of
the size of the FDA List and the
changing nature of the prescription drug
market, the comments said it is not
possible to publish a currently accurate
list. The comments said that if the New
York list is now obsolete after only I
year, the FDA counterpart will be
outdated in an even shorter time
because FDA is able to investigate the
market more rapidly and currently than
the New York Department of Health.
The comments also said various
situations could cause rapid
obsolescence such as products no longer
being marketed, formulation changes,
availability of new dosage forms, new
sources of supply, major recalls, and
important label changes. To
demonstrate the difficulty in keeping
these lists updated, the comments
compared the List with the New York
list. The comments pointed out that the
FDA List includes nine product
categories coded as nonequivalent,
although these same nine products

appear on the New York list as
therapeutically equivalent. In addition,
in New York it is illegal to substitute a
tricyclic antidepressant. Nevertheless,
several appear on the FDA List as
equivalent.

The agency acknowledges the
difficulty in keeping the List current. As
explained in the response to comment
68, considerable effort was involved in
preparing the List, including substantial
assistance from the application holders.
Because of this initial effort, few
corrections were required for a final
publication. The agency Is planning to
provide periodic supplements furnishing,
among other things, new drug approval
information and, if necessary, revised
therapeutic equivalence evaluations.
The agency's goal is to provide ,
supplements at monthly intervals at
least during the first ybar after the List is
published. An updated List will be
published on an annual basis, and each
subscription will include all periodic
supplements in a given year.

The agency recognizes there may be
differences between the List and
individual State lists. The FDA ist is
not an order or a rule, but contains only
information and the agency's advice to
the public and to the States regarding
therapeutic equivalence evauations,

.and as such should enable the States to
carry out their duties to protect and
promote the public health. Thus, a State
may or may not adopt the same
therapeutic equivalence evaluations as
described in this List. Regarding the
comment that nine drugs listed in the
original New York Equivalency list as
therapeutically equivalent are not
equivalent in the FDA List, the agency
advises that of those nine drug
evaluations, three have been revised in
the New York list to correspond to the
FDA List, two drugs did not have
discrepancies in their evaluations but
were apparently misread by the
commenter, two drugs in the FDA List
had errors in coding, and two drugs are
listed as having particular problems
which are in the process of resolution.

70. One comment said that the preface
to the List does not emphasize the key
role of pharmacists in exercising
independent professional judgments on
behalf of patients in drug product
selection. Rather than read through the
19 pages of technical language in the
preface, the comment said, consumers
will simply refer to the List and assume
that all drug products that are
pharmaceutical equivalents are identical
and may be freely interchanged.
Another comment said the List should
be made available to the professional
pharmacist who can then determine

whether or not to make the List
available to the public.

The agency advises that the purpose
of the List is to provide the public with a
compilation of drug products that the
agency has evaluated and approved for
safety and effectiveness. In addition, the
List includes therapeutic equivalence
evaluations of these approved drug
products. The List does not define the
role of the pharmacist and the patient in
drug product selection. The
responsibilities of the pharmacist in the
area of drug product substitution are
covered by most State drug product
selection laws. FDA believes that most
consumers will rely on the professional
judgments of their physicians and
pharmacists in choosing their drug
therapy.

71. One comment said that to ensure
that pharmacists do in fact substitute
lower-priced generic drugs, the public
should be adequately advised of FDA's
policy. The comment noted that one
California survey found that 85 percent
of the pharmacists will substitute upon
the request of the consumer. However, it
was also found that on the average
pharmacists were marking up the prices
of generics more then they were marking
up the prices of brand name drugs. In
other words, pharmacists were not
passing the cost savings in full to
consumers. Instead, they were making
higher profits on generics. Therefore, in
the public interest, the comment
recommended that FDA distribute the
List and initiate a program to fully
inform consumers of their right to
request lower-priced therapeutically
equivalent drug products. One means of
doing this, the comment suggested,
would be an educational program by
FDA to promote consumer knowledge of
generics and their availability and lower
cost.

The agency advises that the List is
publicly available, and its availability
has received widespread attention in the
media. The Department of Health and
Human Services generally engages in a
number of well-publicized programs to
notify consumers that lower-priced
drugs may be available. For example,
the Maximum Allowable Cost MAC)
program's "Guide to Prescription Drug
Costs," is a well-known reference for
pharmacists and physicians. FDA
believes that through these mechanisms,
plus others that will accompany
publication of this List, including its use
by State governments, the public will be
well aware of the availability of less
expensive therapeutically equivalent
drugs.

72. One comment said the List should
be evaluated on a quarterly basis in a
manner that would permit any

72607
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interested person to challenge the drugs
listed as bioequivalent. The comment
said that these challenges should be'
evaluated by an impartial advisory
group outside of FDA consisting of
professionals with expertise in such
fields as medicine, clinical
pharmacology, and associated scientific
disciplines. The advisory group should
have the authority to recommend the
removal of a drug from the List if it
decides that there is reasonable doubt
that the product in question is actually
bioequivalent. The comment said that
FDA should remove such products from
the List and reinstate only when
scientific studies conclusively
demonstrate that there is no significant
bioequivalence problem.

It is the agency's opinion that such an
advisory group is unnecessary because
the results lopedto be accomplished by
the 'advisory group can be achieved
within the present FDA regulatory -
framework. Any interested person may
at any time submit information to the
agency which would challenge any
findings in the List, including the
determinations of therapeutic
equivalence. In addition, FDA ensures
the quality of marketed drug products
through its many progams to monitor the
marketplace. These programs are
explained on pages 2946-2947 of the
proposal.

The agency will, ona continuing
basis, review all new information on.
drug products included in the.List. If the
information indicates that the
therapeutic equivalency evaluation of a
drug product on the List is no longer
accurate, the evaluation will be revised
accordingly. Hdwever, as stated in the
response to comment 32 of this -
preamble, the sole criterion for inclusion
of a marketed product in the List is its
being the subject of an approved
application. Marketed products will not
be removed fron, the Listuntil
completion of FDA proceedings to
withdraw approval of the application,
under section 505 or 507 of the act, as
applicable.

73. One comment noted that the
proposal calls for the List to .be revised
on a quarterly basis and that a method
will be devised for publishing all
revisions that took place during the
preceding 90 days. The comment said
that a more practical approach would be*
to have the revisions made on a
continuing basis and published, as
made, in the Federal Register. Also,
additions to the List would be available
for substitution on a timely basis. The
comment noted that the Federal Register
is readily available, authoritative, and
widely read, and thus the best source for

disseminating this information to the
largest number of interested parties. -

The agency believes that the
suggestion to provide List revisions on a
continuing basis in the Federal Register
may have merit. However, for the
present time, FDA has decided to
publish supplements at monthly
intervals (athough the agency originally
proposed to revise the List quarterly).
The supplements will contain a
cumulative index to assist the user in
updating the List. The List will be
republished annually to include all
updated information.

74. Another comment said that FDA
should examine the feasibility of having
the List printed on microfiche, since
microfiche could be used for the entire
formulary, and it is easy to use and has'
an inherent cost savings.

The agency advises that the Litt is
intended, among other things, as a
reference source of therapeutic
equivalence evaluations to State health
officials. The agency believes that many
States will generate secondary
informational materials for use by their
licensed pharmacists and perhaps other
,health professionals. The use of
microform techniques as a format will
be considered if there is a demand for
the agency List in such a format:

75. One comment said that although
offering the List for sale through the
Government Printing Office would be
adequate for some interested groups,
such groups as pharmacies, hospitals,
State procurement agencies, and public
health clinics should receive a copy of
the List directly. If direct mailing Is not
economically feasible, the comments
said-that these groups- should receive
individualized notice of the availability
of the List.

The agency advises that the
availability of the List is announced in
this Federal Register document, and
copies will be provided to State health
agencies. Such actions normally result in
a much broader awareness of the
,availability of the publication through
the public and trade press. In addition,
the availability of the List will be
announced in the FDA Drug Bulletin,
which is sent approximately every two
to three months to health professionals
across the country.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201 et
seq., 52 Stat. 1040 et seq. as amended (21"
U.S.C. 321 et seq.)), the Public Health
Service Act (sec. 1 et seq., 58 Stat. 682 et
seq. as amended (42 U.S.C. 201 et seq.)),
and the Freedom of Information Act
(Pub. L. 90-23, 81 Stat., 54-56 as. amended
by 88 Stat 1561-1565 (5 U.S.C. 552)) and
under authority delegated to the
Commissioner of Food and Drugs (21

CFR 5.1), Part 20 is amended in § 20.117
by adding new paragraph (a)(3), to read
as follows:

§ 20.117 New drug Information.
(a) * * * (3) A listing of new drug

applications, abbreviated new drug
applications, antibiotic Form 5's, or
antibiotic Form 6's, which were
approved since 1938 and which are still
approved, cove-ring marketed
prescription drug products except
prescription drug products covered by
applications deemed approved under
the Drug Amendments of 1902 and not
yet determined to be effective ih the
Drug Efficacy Study Implementation
program. The listing includes the name
of the active ingredient, the type of
dosage form, the route of administration,
the trade name of the product, the name
of the application holder, and the
strength or potency of the product. The
listing also includesi for each active
ingredient in a particular dosage form
for which there is more than one
approved application, an evaluation of
the therapeutic equivalence of the drug
products covered by such applications,
* * * * *

Effective date. This regulation
becomes effective December 1, 1980.
(Secs. 201 et seq., 52 Stat. 1040 et seq. as
amended (21 U.S.C. 321 et seq.); sec. I at seq.,
58 Stat. 682 et seq. as amended (42 U.S.C 201
et seq.); Pub. L. 90-23, 81, Stat. 54-50 ad
amended by 88 Stat. 2561-1565 (5 U.S.C. 552))

Dated: October 27,1080.
Jere E. Goyan,
Commissioner ofFoodandDrup.
IFR Doc. 80-34055 Filed 10-30-M. &43 imj
BILLING CODE 4110-03-M
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COMMISSION

29 CFR Part 1605

Guidelines on Discrimination Because
of Religion

AGEuCY- Equal Employment Opportunity
Commission.
ACTON: Final guidelines.

SUMMARY: The EqualEmployment
Opportunity Commission is revising its
Guidelines on Discrimination Because'
of Religion in response to public
confusion concerning the duty of
employers and labor organizations to.
reasonably accommodate the religious
practices of employees and prospective
employees. These Guidelines clarify this
duty in an effort to protect employees
and prospective employees from being
discriminated against because of their
religious practices or beliefs.
EFFECTIVE DAfE: November 1, 1980.
FOR FURTHER INFORMATION CONTACT.
Karen Danart, Acting Director, or Raj K.
Gupta, Supervisory Attorney; Office of
Policy Implementation, Room 4002. 240i
E Street, NW., Washington, D.C. 20506;
(202) 634-7060.
SUPPLEMENTARY INFORMATION:

L Background
Section 701(j]of Title VII of the Civil

Rights Act of 1964, as amended, creates
an obligation to provide reasonable
accommodation for the religious
practices of an employee or prospective
employee unless to do so would create
an undue hardship. In 1977, the Supreme
Court rendered its decision in Trans
World Airlines, Inc. v. Hardison, 432
U.S. 63 (1977]. The Courtes interpretation
of an undue hardship led to much .
confusion in the emplo~ment sector. It
left employers, employees and labor
organizations .unclearas to the extent of
the statutory duty under Title VII to
provide reasonable accommodation for
the religious practices of an employee or
prospective employee. The Commission
held public informational hearings on
this issue in April and May of 1978 in
New York City, Los Angeles and
Milwaukee. The hearings established
that the public desired clarification of
the Guidelines and that many employers-
had developed alternative methods for
accommodating the religious practices
of their employees and prospective
employees which could generally be
used by other employers.*' To allow

*The transcript of the hearings can be examined
by the public at- The Equal Employment
Opportunity Commission, 2401 E Street, NW.,
Washington, D.C. 20506.

interested persons an opportunity to
participate in all stages of its rulemaking
process and in compliance with
Executive Order 12044 (43 FR 12661,
March 24,1978, as amended by E.O.
12221, 45 FR 44249, July 1, 1980), the
Commission noticed its intent to review
its current Guidelines on Discrimination
Because of Religion (44 FR 6200, January
31, 1979). On September 1.4, 1979, the
Commission published a proposed
revision (44 FR 53706) of its Guidelines
which appear at 29 CFR 1605. The
Proposed Guidelines were published for
public comment for 90 days.

These Guidelines are a significant
regulation under Executive Order 12044.
There are no regulatory burdens or
record keeping requirements necessary
for compliance with the Guidelines. The
Commission has determined that they
will not have a major impact on the
economy and that a regulatory analysis
is not necessary.

In. compliance with Exechtive Order
,a2067 (43 FR 28967, July 5, 1978), the
Commission has consulted with the
representatives of the necessary federal
departments and agencies on the
revision of its Guidelines.
II. An Overview of the Guidelines

A. The Obligation to Reasonably
Accommodate Religious Practices.
These Guidelines set forth the I
underlyipg principle of the Guidelines
being-supersded and of Section 7010)
of Title VII of the Civil Rights Act. The
principle is: failure to reasonably-
accommodate the religious practices of
an emp-loyee or prospective employee is
an unlawful employment practice; and
employers, labor organizations and
other entities covered by Title VII
(collectively referred to as "employer")
have an obligation to accommodate
religious practces, unless they can
demonstrate that accommodation would
result in undue hardship.'

The obligation to accommodate begins
when an individual notifies the
employer of the need for an
accommodation. Once notified, the
employer should consider the available
alternatives foraccommodating the
religious practices of the individual
involved. If there is more than one
alternative available which would not
cause undue hardship, the employer
must offer the alternative which would
least disadvantage the employment
opportunities of the individual requiring•the accommodation .2

B. Alternatives for Accommodating
Religious Practices. The Guidelines
include-examples of alternatives which

'Section 1605.2[b.
2Sectton 1605.2(c),

an employer should consider when an
individual's religious practices conflict
with the employer's work schedule. The
examples suggest the use of voluntary
substitutes and swaps, flexible
scheduling, lateral transfer and change
of job assignment.

3

The Guidelines specifically address
the accommodation of religious
practices which do not permit an
individual to join or pay dues to a labor
organization.

4

The principles of the Guidelines also
apply to the accommodation of other
religious practices, such as practices
concerning dietary requirements, dress
and other grooming habits, observation
of a mourning period for a deceased
relative, and prohibition of medical
examinations. 5

C.Undue Hardship. If any employer
refuses to accommodate in individual's
religious practices, it must justify the
refusal by demonstrating that undue
hardship would in fact result from each
available alternative. 6 In determining
whether an accommodation would
require more than a de minimis cost,
and, therefore, constitute undue
hardship, the Commission will give due
consideration to the identifiable cost lih
relation to the size and operating cost of
the employer, and the number of
individuals who actually need the
accommodation." The Guidelines
recognize that generally, under
Hardison, the regular payment of
premium wages would constitute undue
hardship. 8 However, the Commission
will presume that the infrequent or
temporary payment of premium wages
and the payment of administrative costs
are not more than de mininds and do not
constitute undue hardship.9 A more
assumption that many others, with the
same belief as the Individual seeking
accommodation, may also need an
accommodation, Is not sufficient to
prove undue hardship in the case of that
particular individual. 10

In reference to the Hardison holding
on seniority," the Guidelines state that
there would be undue hardship If an
accommodation required a variance
from a bona fide seniority system. They
also make it clear that, under Title VII,
employers and unions may include
provisions in a collective bargaining
agreement which allow for voluntary

'Section 1605.2d(1).
'Section 1606.2(d](2).
OSection 1605.2(dl(1).
OSection 1605.2(c (1).
'Section 1605.(2](e)(1).
Hardison, supra, 4P2 U.S. at 04.

OSection 1605.2(e)(1)?
"°Section 1665.2(c)(I).
"Hardison, supra, 432 U.S. at 80.
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substitutes and, swaps as a means of
accommodating religious practices.

D. Selection Practices. The
Guidelines address two selection
practices which tend to exclude
individuals from employment
opportunities because of their religious
beliefs: M1. the scheduling of tests and
other selection procedures at a time
when an individual cannot attend
because of this or her religious
practices: 1and (2) inquiries which
determine an applicant's availability to
work duning an employer's scheduled
working hous 13

If an individual cannot take a test or
comply with some other selection
procedure because it is scheduled at a
time which conflicts with his or her
religious practices, the employer has an
obligation to make a reasonable
accommodation, for example, by
allowing the person to take the test at
another time.

Based on testimony from the hearings,
discussions with representatives of
organizations interested in the issue of
religious discrimination, and comments
from the public on the proposed
Guidelines, the Commission concludes
that the'use of pre-selection inquiries
which determine an applicant's
availability has an exclusionary effect
on persons whose religious practices
conflict with an employer's working
hours. An employer must, therefore,
justify the use of these inquiries by
business necessity.

E. ' efious"Natre of a Practice or
Belief. The Guidelines do not confine
the definition of religious practices to
theistic concepts or to traditional
religious beliefs. The definition also
includes moral and ethical beliefs.
Under t&a Guidelines, a belief is
religious not because a religious group
professes that belief, but because the
individual sincerely holds that belief
with the strength of traditional religious
views. This definition is based on the
Supreme'court decisions in Seeger 14 and
Welsh 6 and on the standard applied in
Commission Decisions. 16

IL Analysis of Public Comments and
Changes to the Guidelines as Proposed

During the 90 day public comment
period, the Commission received
approximately 350 comments from
employers, religious organizations,
business associations, labor
organizations, and private individuals.
About one-half of the comments

"Section 1806.3(a).

'3 Section 1805.3(b).

"United States v. Seeger, 380 U.S. 163 [1966).
"Welsh v. United States. 396 U.S. 333 (1970.
"Section 1603.1.

supported dhe proposed Guidelines.
Most of these comments were from
individuals and organizations that
observe the Sabbath from sunset on
Friday to sunset on Saturday. These
commentators described many personal
experiences of alleged discrimination
and emphasized that, if adopted, the
proposed Guidelines would greatly
decrease the incidence of religious
discrimination in the future. In contrast,
the criticism of the proposed Guidelines
came mostly from employers and
business associations.

The following is an analysis of the
major comments received and the
changes made to the proposed
Guidelines betause of ther comments.
For each section of the final Guidelines,
the analysis describes the major public
comments, the substantive changes and.
finally, the structural changes, such as
the incorporation of all substantive
footnotes into the text.oLthe Guidelines.

Section 1W1-"Relgious"Nature of
a Practice or Belief. Some commentators
criticized the definition of religious
practices as being too broad, and vague,
and felt that determining whether a
person's belief was sincerely held would
be difficult. They also believed that the
standard which the Supreme Court
developed in the leading selective
service decisions, Seeger and Welsh,
was an inappropriate standard for Title
VII. The Commission has not made any
substantive changes to this section
because the definition is well
established by court decisions under
Title VII and by Commission Decisions.
(See Overview II E.)

Structural changes: proposed footnote
1 is now incorporated into the text as
the last sentence of this section.
Footnote 2 of the proposed Guidelines is
now footnote 1.

Section 1605.2-Reasonable
Accommodation Without Undue
Hardship.

(a) Purpose. The Commission did not
receive any comments on this sub-
section. Therefore, no substantive
changes have been made.

Structural changes: footnote 3 of the
proposed Guidelines, quoting Section
7010) of Title VII, has been eliminated
as unnecessary. Footnote 4 of the
proposed Guidelines is now
incorporated into the text.

(b) Duty to Accommodate. No
comments were received on this sub-
section. Thepefore, there are no
substantive changes.

Structural changes: the two sentences
of proposed § 1005.2{b)(1) are now sub-
sections (1) and (2) respectively.
Proposed footnote 5 is now footnote 2.
Proposed footnote 6 is now incorporated
into the text as sub-section (3).

(c) Reasonable Accommodation. This
new sub-section combines § 1605.2(b(2)
and (c)(2) of the proposed Guidelines.
Many commentators objected to the
requirement in proposed § 160W.2(b(2)
that an employer must "explore all
possible methods of reasonable
accommodation." They felt that the
word "explore" was vague and that the
obligation "to explore all possible
methods" was too onerous. The new
§ 1605.2(c)(1) clarifies the Commission's
position that an employer's obligation to
reasonably accommodate an
individual's religious practices involves
a consideration of available alternative
methods of accommodation; and that
where an employer refuses to
accommodate, it must show that undue
hardship would in fact result from each
available method of accommodation.

Some commentators believed that the
requirement in proposed § 1605.2(c)(2) to"adopt the alternative which least
disadvantages the-individuar' would be
inconsistent with Hardison. In response
to these comments, § 1605.2(c)(2) has
been revised. It now states the criteria
the Commission will use to determine
whether an accommodation is
reasonable. It is consistent with
Hardison and with general Title VII
principles, the employer does not have
to offer an alternative which would
cause undue hardship. However, when
there is more than one means of
accommodation which would not cause
undue hardship, the employer must offer
the alternative which least
disadvantages the employment
opportunities of the individual being
accommodated.

Some commentators thought the
Guidelines should state that employees
have a duty to cooperate in the making
of a reasonable accommodation.
Because neither Section 7010], nor any
other Section of Title V1, imposes such
an obligation on the employee, the
Commission does not deem it
warranted.

(d) Alternatives forAccommodating
Religious Practices. In response to the
comments, the words "must explore"
have been substituted by the words"should consider".

Some commentators objected to the
use of the word "satisfactory" when
referring to voluntary substitutes.
Therefore, in place of "satisfactory", the
final Guidelines now use the phrase"substantially similar qualifications',
which is the same phrase as that used in
the Commission's 1967 Guidelines at 29
CFR § 1606.1(b. 1 7 The word "swap" has
been added to the subtitle "Voluntary

"3Z FR 1096 (llly 13.19VW)
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Substitutes" in response to the
comments.

Structural changes: Proposed
§ 1605.2(c) is renumbered as § 1605.2(d).
Footnote 7 of the proposed Guidelines is
now footnote 4. Footnote 8 of the
proposed Guidelines has been
eliminated.

(e) Undue Hardship.
(1) Cost-Several commentators

argued that the test of de miniris in
Hardison is actual, not relative, cost and
that factors such as the size and
operating cost of the employer as stated
in § 1605.2(e)(1), should not-be
considered in determining cost. The
Commisdion has reviewed this sub-
section in light of the comments and
finds that it is consistent with the
holding in Hardison. However, in
response to the comments, it has now
been clarified that when investigating a
charge, the Commission will presume

-that the infrequent or temporary
payment of premium wages, and the
payment of administrative costs do not
constitute more than a de minimis cost.
The'language in the proposed Guidelines
in this regard was misunderstood as
suggesting that the incurring of these
costs would always b.e viewed asde
minimis.

(2) Seniority. Some employers
mentioned that the unilateral
implementation by the employer of
suggested methods of accommodation,
such as voluntary substitutes, flexible
scheduling, lateral transfer and change
of job assignment, could 'violate a
seniority clause in a collective
bargaining agreement. The language in
this sub-section has been revised to
make it clear that where such
Accommodation requires a variance
from a bona fide seniority system, it
would be considered as creating an
undue hardship.

Structural changes: In the proposed
- Guidelines, this was sub-section (d) of

§ 1605.2. It is now sub-section (e).
Section 1605.3-Selection Practices.

This section is derived from § 1605.2(e)
(1) and (2) of the proposed Guidelines.
Sub-section (a) is-the same as proposed
§ 1605.2(e)(1). No comments were
received on this sub-section, and no
changes have been made.

Sub-section (b}-was § 1605.2(e)(2) of
the proposed Guidelines. This sub- .
section also incorporates the substance
of footnotes 9 and 10. The sub-section
has been rewritten to state the
Commission's conclusion that the use of
pre-selection inquiries into an
applicant's availability has an
exclusionary effect on the employment
opportunities of persons with certain
religious practices. The new language of
this sub-section clarifies that unless an

employer can show that its use of these
inquiries, in fact, did not have an
exclusionary effect on its employees o'r
prospective employees, it-must justify
the use by business necessity. It also
suggests an alternative selection
procedure which would have a lesser
exclusionary effect. Under this -
procedure, an employer could ask about
an applicant's availability to work
during the normal work hours apart
from any required absences for religious
needs; and after offering the position,
but before hiring the applicant, it may
inquire whether the applicant's religious
practices would affect his or her
availability in order to determine
whether an accommodation is possible.
Many employers objected to this
alternative which was stated in footnote
10 of the proposed Guidelines. They
enphasized their reed to know, at the
beginning of the selection process, when
an individual is available to work. The
Commission believes that -this
alternative is important and has left it in
the final Guidelines. In an overwhelming
number of cases, the decision by an
employer to offer an employment
opportunity is likely to remain
unaffected by the post-offer information
on the need for a-religious
accommodation. In those infrequent
instances where the job is-offered to an
applicant who then states his or her
need for a work schedule
accommodation because of religious',
practices, an employer may be either
able to accommodate the need or offer
the job to another qualified applicant.
Because of the infrequency of such
situations and the minimal time required
in offering the job to another applicant
where the desired accommodation is not
possible, the Commission believes that
the suggested method would normally
serve the employer's legitimate business
interest, and also avoid unduly.
restricting the equal employment.
opportunities for the religious observers,

Appendix A to § § 1605.2 and 1605.3-
Backgroundlnforimation. No substantive
changes to- the appendiny were
necessary. Footnote 11 of the proposed
Guidelines is now footnote 5 in the
appendix.

Dated: October 28, 1980.
Eleanor Holmes Norton,.
Chair, Equal Employment Opportunity'
Commission;

Accordingly, the Guidelines of the
EEOCI 29 CFR Part 1605, are reiised to'
read as follows:

PART 1605-GUIDELINES ON
DISCRIMINATION BECAUSE OF
RELIGION

Sec.
1605.1 "Religious" nature of a practice or

belief.
1605.2 Reasonable accommodation without

undue hardship as required by Section
701(j) of Title VII of the Civil Rights Act
of 1964.

1605.3 Seleption practices.
Appendix A to §§ 1605.2 and 1605.3

Background information.
Authority: Title VII of the Civil Rights Act

of 1964, as amended, 42 U.S.C. 20000 ot seq.

§ 1605.1 "Religious" nature of a practice
or belief.

In most cases whether or not a
practice or belief is religious is not at
issue. However, in those cases In which
the issue does exist, the Commission
will define religious practices to include
moral or ethical beliefs as to what is
right and wrong which are sincerely
held with the strength of traditional
religious views. This standard was
developed in United States v. Seeger,
380 U.S. 163 (1965) and Welsh v. United
States, 398 U.S. 333 (1970). The
Commission has consistently applied
this standard in Its decisions. I The fact
that no religious group espouses such
beliefs or the fact that the religious
group to which the Individual professes
to belong may not accept such belief
will not determine whether the belief Is
a religious belief of the employee or
prospective employee. The phrase
"religious practice" as used in these

"Guidelines includes both religious
observances and practices, as stated in
Section 701(j), 42 U.S.C. 2000e(j).

§ 1605.2 Reasonable accommuodatIon
without undue hardship as required by
Section 7010) of Title VII of the Civil Rights
Act of 1964.

(a) Purpose of this section.
This section clarifies the obligation

imposed by Title VII of the Civil Rights
Act of 1964, as amended, (sections
701(j), 703 and 717) to accommodate the
religious practices of employees and
prospective employees. This section
does not address other obligations under
Title VII not to discriminate on grounds
of religion, nor other provisions of Title
VII. This section is not intended to limit
any additional obligations to
accommodate religious practices which
may exist pursuant to constitutional, or
other statutory provisions; neither is it
intended to provide guidance for
statutes which require accommodation
on bases other'than religion such as .
§ 503 of the Rehabilitation Act of 1073.

'See CD 76-104 (1976), CCH 5w00 CD 71-2020
(1971). CCH S6283; CD 71-779 (1970), CCII %0100.
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The legal principles which have been
developed with respect to
discrimination prohibited by Title VII on
the bases of race, color, sex, and
national origin also apply to religious
discrimination in all circumstances other
than where an accommodation is
required.

(b) Duty to accommodate.
(1) Section 701(j) makes it an unlawful

employment practice under § 703(a)(1)
for an employer to fail to reasonably
accommodate the religious practices of
an employee or prospective employee,
unless the employer demonstrates that
accommodation would result in undue
hardship on the conduct of its business.'

(2) Section 701(j) in conjunction with
§ 703tc), imposes an obligation on a
labor organization to reasonably
accommodate the religious practices of
an employee or prospective employee,
unless the labor organization
demonstrates that accommodation
would result in undue hardship.

(3) Section 1605.2 is primarily directed
to obligations of employers or labor
organizations, which are the entities
covered by Title VII that will mpst often
be required to make an accommodation.
However, the principles of Section
1605.2 also apply when an
accommodation can be required of other
entities covered by Title VII, such as
employment agencies [§ 703(b)) or joint
labor-management committees
controlling apprecticeship or other
training or retraining (§ 703(d)). (See, for
example, § 1605.3(a) "Scheduling of
Tests or Other Selection Procedures.")

(c) Reasonable Accommodation.
(1) After an employee or prospective

employee notifies the employer or labor
organization of his or her need for a
religious accommodation, the employer
or labor organization has an obligation
to reasonably accommodate the
individual's religious practices. A
refusal to accommodate is justified only
when an employer or labor organization
can demonstrate that an undue hardship
would in fact result from each available
alternative method of accommodation.
A mere assumption that many more
people, with the same religious practices
as the person being accommodated. may
also need accommodation is not
evidence of undue hardship.

(2) When there is more than one
method of accommodation available
which would not cause undue hardship
the Commission will determine whether
the accommodation offered is
reasonable by examining:

!See Tmms Workd Airltmes. Inc- v. 1lardciwo. 432
U S. 63.74(1977).

(i) The alternatives for
accommodation considered by the
employer or labor organization; and

(ii) The alternatives for
accommodation, if any_, "'_ all offered
to the individual requiring
accommodation. Some ;'tenatives for
accommodating religiois practices might
disadvantage the individual with respect
to his or her employment opportunites,
such as compensation, terms,
conditions, or privileges of employment.
Therefore, when there is more than one
means of accommodation which would
not cause undue hardship, the employer
or labor organization must offer the
alternative which least disadvantages
the individual with respect to his or her
employment opportunities.

(d) Alternatives for Accommodating
Religious Practices.

(1) Employees and prospective
employees most frequently request an
accommodation because their religious
practices conflict with their work
schedules. The following subsections
are some means of accommodating the
conflict between work schedules and
religious practices which the
Commission believes that employers
and labor organizations should consider
as part of the obligation to
accommodate and which the
Commission will consider in
investigating a charge. These are not
intended to be all-inclusive. There are
often other alternatives which would
reasonably accommodate an
individual's religious practices when
they conflict with a work schedule.
There are also employment practices
besides work scheduling which may
conflict with religious practices and
cause an individual to request an
accommodation. See, for example, the
Commission's finding number (3) from
its Hearings on Religious Discrimination,
in Appendix A to §§ 1005.2 and 1605.3.
The principles expressed in these
Guidelines apply as well to such
requests for accommodation.

{i) Voluntary Substitutes and
"Swaps".

Reasonable accommodation without
undue hardship is generally possible
where a voluntary substitute with
substantially similar qualifications is
available. One means of substitution is
the voluntary swap. In a number of
cases, the securing of a substitute has
been left entirely up to the individual
seeking the accommodation. The
Commission believes that the obligation
to accommodate requires that employers
and labor organizations facilitate the
securing of a voluntary substitute with
substantially similar qualifications.
Some means of doing this which
employers and labor organizations

should consider are: to pulilicize policies
regarding accommodation and voluntar-
substitution; to promote an atmosphere
in which such substitutions are
favorably regarded: to provide a central
file, bulletin board or other means for
matching voluntary substitutes with
positions for which substitutes are
needed.

(ii) Flexible Scheduling.
One means of providing reasonable

accommodation for the religious
practices of employees or prospective
employees which employers and labor
organizations should consider is the
creation of a flexible work schedule for
individuals requesting accommodation.

The following list is an example of
areas in which flexibility might be
introduced: flexible arrival and
departure times; floating or optional
holidays; flexible work breaks- use of
lunch time in exchange for early
departure; staggered work hours: and
permitting an employee to make up time
lost due to the observance of religious
practices. 3

(iii) Lateral Transfer'and Change of
Job Assignments.

When an employee cannot be
accommodated either as to his or her
entire job or an assignment within the
job. employers and labor organizations
should consider whether or not it is
possible to change the job assignment or
give the employee a lateral transfer.

(2) Payment of Dues to a Labor
Organization.

Some collective bargaining
agreements include a provision that
each employee must join the labor
organization or pay the labor
organization a sum equivalent to dues.
When an employee's religious practices
to not permit compliance with such a
provision, the labor organization should
accommodate the employee by not
requiring the employee to join the
organization and by permitting him or
her to donate a sum equivalent to dues
to a charitable organization.

(e) Undue Hardship.
(1) Cost.
An employer may assert undue

hardship to justify a refusal to
accommodate an employee's need to be
absent from his or her scheduled duty
hours if the employer can demonstrate
that the accommodation would require'more than a deiminimis cost".'The
Commission will determine what
constitutes "more than a de ninimis
cost" with due regard given to the

3 OnS &%n !et 29, 198, Cr.,=O37 euCtatLd such a

pmoc'isn f4 the accornmodaton of Federal
erup!,, ees" relgious pracices. See Pub. L 95-390. 5
usc. 0a -Campcsator Time Off for Religious
Obcrances."

'lfarjff,'. s~"a. 432 U.S. at 84.
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identifiable cost in relation to the size
and operating cost of the'employer, and
the number of individuals who will in
fact need a particular accommodation.
In general, the Commission interprets
this phrase as it was used in the
Hardison decision to mean that costs
similar to the regular payment of
premium wages of substitutes, which
was at issue in Hardison, would
constitute undue hardship. However, the
Commission will presume that the
infrequent payment of premium wages
for a substitute or the payment of
premium wages while a more permanent
accommodation is being sought are
costs which an employer can be
required to bear as a means of providing
a reasonable accommodation. Further,
the Commission will presume that
generally, the payment of administrative
costs necessary for providing the
accommodation will not constitute more
than a de minimis cost. Administrative
costs, for example, include those costs
involved in rearranging schedules.and
recording substitutions for payroll
purposes.

(2) Seniority Rights. Undue hardship
would also be shown where a variance
fro-ih a bona fide seniority system is
necessary in order to accommodate an
employee's religious practices when
doing so would-deny another employee
his or her job or shift preference
guaranteed by that system. Hardison,
supra, 432 U.S. at 80. Arrangements for
voluntary substitutes -and swaps (see
paragraph (d)(1](i) of this section) do not
constitute anundue hardship to the
extent the arrangements do not violate a
bona fide seniority system. Nothing in
the Statute or these Guidelines
precludes an employer and-a union from
including arrangements for voluntary
substitutes and swaps as part of a
collective bargaining agreement.

§ 1605.3 Selection practices.
(a) Scheduling of Tests or Other

Selection Procedures. When a test or
other selection procedure is scheduled
at a time when an employee or
prospective employee cannot attend
because of his or her religious practices,
the user of the test should be aware that
the principles enunciated in these
guidelines dpply and that it has an
obligation to accommodate such
employee or prospective employee
unless undue hardship would result.

(b) Inquiries Which Determine An
Applicant's Availability to Work During
An Employer's Scheduled Working
Hours.

(1) The duty to accommodate pertains
to prospective employees as well as
current employees. Consequently, an
employer may not permit an applicant's

need for a religious accommodation to
affect in any way its decision whether to
hire the applicant unless it can'
demonstrate that it cannot reasonably
accommodate the applicant's religious
practices without undue hardship.

(2) As a result of the oral and written
testimony submitted at the
Commission's Hearings on Religious,
Discrimination, discussions with
representatives of organizations
interested in the issue of religious
•discrimination, and the comments
received from the public on these
Guidelines as proposed, the Commission
has concluded that the use of pre-
selection inquiries which determine an
applicant's availability has an
exclusidnary effect on the employment
opportunities of persons with certain
religi6us practices. The use of such
inquiries will, therefore, be considerea
to violate Title VII unless the employer
can show that it:

(i) Did not have an exclusionary effect
on its employees or prospective
employees needing an adcommodation
for the same religious practices; or

(ii) Was otherwise justified by
business necessity.
Employers who believe they have a
legitimate interest in knowing the
availability of their applicants prior to
selection Must consider procedures
which would serve this interest and
which would have a lesser exclusionary
effect on persons whose religious
practices need accommodation. An
example of such a procedure is for the
employer to state the normal work hours
for the job and, after making it clear to
the applicant that he or she is not
required to indicate the need for any
absences for religious practices during
the scheduled work hours, ask the
applicant whether he or she is otherwise
available to work those hours. Then,
after aposition is offered, but befoie the
applicant is hired, the employer can
inquire into the need for a religious -
accommodation and determine,
according to the principles of these
Guidelines, whether an accommodation
is possible. This type of inquiry.would
provide an employer with information
concerning the availability of most of its
applicants, while deferring until after a
position is offered the identification of-
the usually small number of applicants
who require an accommodation.

(3) The Commission will infer that the
neeai for an accommodation
discriminatorily influenced a decision to
reject an applicant when: (i) prior toan
offer of employment the employer
makes an inquiry into an applicant's
availability without having a business
necessity justification; and (ii) after the

employer has determined the applicant's
need for an accommodation, the
employer rejects a qualified applicant.
The burden is then on the employer to
dqmonstrate that factors other than the
need for an accommodation were the
reason for rejecting the qualified
applicant, or that a reasonable
accommodation without undue hardship
was not possible.
Appendix A to §§ 1605.2 and 1605.3-
Background Information

In 1966, the Commission adopted guidelines
on religious discrimination which stated that
an employer had an obligation to
accommodate the religious practices of its
employees or prospective employees unless
to do so would create a "serious
inconvenience to the conduct of the
business". 29 CFR 1605.1(a)(2), 31 FR 3070
(1966). ,

In 1967, the Commission revised these
guidelines to state that an employer had an
obligation to reasonably accommodate the
religious practices of its employees or
prospective employees, unless the employer
could prove that to do so Would create an
"undue hardship". 29 CFR 1605.1(b)(c), 32 FR
10298.
I In 1972, Congress amended Title VII to
incorporate the obligation to accommodate
expressed in the Commission's 19067
Guidelines by adding section 701(j),

In 1977, the United States Supreme Court.
issued its decision in the case of Trans World
Airlines, Inc. v. Hardison, 432 U.S. 63 (1077).
Hardison was brought under section 703(a](1)
because it involved facts occurring before the
enactment of Section 7010). The Court
applied the Commission's 1907 Guidelines,
but indicated that the result would be the
same unde -Section 7010). It stated that
Trans World Airlines had made reasonable
efforts to accommodate the religious needs of
its employee. Hardison. The Court hold that
to require Trans World Airlines to make
further attempts at accommodations--by
unilaterally violating a seniority provision of
the collective bargaining agreement, paying
premium wages on a regular basis to another
employee to replace Hardison, or creating a
serious shortage of necessary ethployeeas in
another department in order to replace
Hardison-would create an undue hardship
on the conduct of Traus World Airlines'
business, and would therefore, exceed the
duty to accommodate Hardison.

In 1978, the Commission conducted public
hearings on religious discrimination in New
York City, Milwaukee, and Los Angeles In
order to respond to the concerns raised by
Hardison. Approximately 150 witnesses
testified or submitted written statements.6

The witnesses included employers,
employees, representatives of religious and
labor organizations and representatives of
Federal, State and local governments.

The Commission found from the hearings
that:

5The transcript of the Commission's Hlearlngi on
Religious Discrimination can be examined by the
public at: The Equal Employment Opportunity
Commission, 2401 E Street NW., Washington, DC.
2050k.
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(1) There is wideiread confusion
concerning the extent of accommodation
under the Hardison decision.

(2) The religious practices of some
individuals and some groups of individuals
are not being accommodated.

(3) Some of those practices which are not
being accommodated are:

-Observance of a Sabbath or religious
holidays;

-Need for prayer break during working
hours;

-Practice of following certain dietary
requirements;

-Practice of not working during a
mourning period for a deceased relative:

--Prohibition against medical
examinations;

-Prohibition against membership in labor
and other organizations; and

-Practices concerning dress and other
personal grooming habits.

(4) Many of the employers who testified
had developed alter'native employment
practices which accommodate the religious
practices of employees and prospective
employees and which meet the employer's
business needs.

(5) Little evidence was submitted by
employers which showed actual attempts to
accommodate religious practices with
resultant unfavorable consequences to the
employer's business. Employers appeared to
have substantial anticipatory concerns but
no, or very little, actual experience with the
problems they theorized would emerge by
providing reasonable accommodation for
religious practices.

Based on these findings, the Commission is
revising its Guidelines to clarify the
obligation imposed by Section 701(1) to
accommodate the religious practices of
employees and prospective employees.
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